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MWHUCTEPCTBO 3[1PABOOXPAHEHNSA POCCUNCKON ®EQEPALIUN
NMPUKA3
OT 24 HOABPA 2021 TOAA N 1094H

Ob YTBEPXOEHUU NOPANKA HASHAYEHUA NEKAPCTBEHHbIX MPEMNAPATOB, ®OPM PELIENTYPHbIX
BINAHKOB HA NEKAPCTBEHHLIE MPENAPATHI, MOPAOKA O®OPMIIEHUA YKA3AHHbLIX BJIAHKOB, UX
YYETA U XPAHEHUA, ®OPM BITIAHKOB PELIENTOB, COAEPXALLUX HASHAYEHWE HAPKOTUYECKUX
CPENCTB U NCUXOTPOMHbLIX BELWECTB, NOPANKA UX U3IrOTOBIEHUA, PACMPEOENEHUA,
PET'MCTPALINN, YHETA U XPAHEHUA, A TAKXE NPABUIT OPOPMITEHUA BJIAHKOB PELIENTOB, B TOM
YUCJIE B ®OPME 3JNIEKTPOHHbIX JOKYMEHTOB

B cooteetcTBMM ¢ nyHKkTOM 16 YacTtu 2 ctatbu 14 PenepanbHoro 3akoHa o1 21 Hos6pa 2011 r. N 323-93 "O6 ocHoBax
OXpaHbl 340p0Bbs rpaxaaH B Poccunckon denepaummn” (CobpaHue 3akoHogatensctea Poccuiickon ®egepauunn, 2011, N 48,
cT.6724; 2017, N 31, cT.4791), nyHKTOM 2 cTaTtbun 26 PeaepanbHoro 3akoHa ot 8 aHBapa 1998 . N 3-®3 "O HapKOTU4ECKMX
cpeacTBax M ncuxoTponHbix BeulectBax" (CobpaHue 3akoHogatenbcTBa Poccuickon depepaumm, 1998, N 2, ¢1.219; 2017, N
31, c1.4791), nognyHkTamu 5.2.177, 5.2.178 n 5.2.179 nyHkTta 5 MNonoxeHns o MUHUCTERCTBE 3ApaBooxpaHeHns Poccunckom
denepaumu, yTBEpKOeHHOro nocraHosnexHvem lMpasutenscrea Poccuickon ®epepaumm ot 19 miona 2012 . N 608 (CobpaHue
3akoHogatenbctBa Poccuiickon depepauun, 2012, N 26, c1.3526; 2015, N 23, c1.3333; 2017, N 52, c1.8131; 2021, N 43,
CT.7258),

nprKasbIBato:
1. YTBEpPOUTD:

Mopanok HazHaYeHWs1 NeKapCTBEHHLIX MNpenapaToB cornacHo npunoxexuno N 1;

CbOprI peuenTypHbIX OnaHKoB Ha JNIeKapCTBeHHbIe npenapartbl CornmacHO NpuUiioXeHuto N 2;

Mopsanok odopMNeHUs peLenTypHbIX ONMaHKOB Ha FeKapCTBEHHble nNpenapatbl, WX Yy4YeTa W XpaHeHWsi COrnacHo
npunoxenuto N 3;

cdhopmbl BriaHKoB peuenToB, coaepXKalliMx Ha3HaYeHUe HapKOTMYECKUX CPedcTB UMM NMCUXOTPOMHbIX BELIEeCTB, COrMacHo
npunoxenuto N 4;

rlOpﬂ,D,OK N3roToBneHnd, pacnpegeneHuna, peruncrpauunmn, ydeta U XpaHeHua peuentoB, cohepXkalwunx Ha3HadeHue
HapPKOTUYECKNX CPEACTB UIM NCUXOTPOMHbBIX BELLECTB COrfacHo npunoxeHuto N 5;

MpaBuna oopMneHns peuenToB, CoOAepXaluxX Ha3HayeHe HapKOTUYECKUX CPEeACTB UMM NCUXOTPONHbIX BELLECTB, B TOM
yucne B (popme 3NeKTPOHHbBIX JOKYMEHTOB COrflacHo npunoxeHuto N 6.

2. lNpusHaTb yTpaTUBLLUMM CURY:

npukas MuHucTepcTBa 3apaBooxpaHeHns Poccuiickont ®enepaumm ot 1 aerycta 2012 . N 54H "O6 yTBEpXAeHUN hopMbl
ONaHKOB peLienToB, CoAepXallnMxX Ha3Ha4YeHUe HapKOTUYECKUX CPEeACTB WM MNCUXOTPOMHBIX BELIEeCTB,  MNOPgAKa WX
U3rOTOBMEHUS, pacnpeaeneHns, perucTpaumu, yyera W XpaHeHus, a Takke npaBui odyopmrenus” (3aperncTpyMpoBaH
MuHucTepcTBoM toctuumm Poccuiickon ®epepaumm 15 aBrycta 2012 r., pernctpaumoHHsii N 25190);

npukas MuHuncTepcTBa 3apaBooxpaHennsa Poccuickont ®enepauimm ot 30 mioHa 2015 . N 385H "O BHECEHUU M3MEHEeHU B
npukas MuHucTepcTBa 3apaBooxpaHenuns Poccuiickon Pepepauumn ot 1 aerycta 2012 . N 54H "O6 yTBEpXAEHUU HOPMbI
ONaHKOB peLienToB, coaepXalluMx HasHaYeHWe HapPKOTUYECKUX CPEACTB  WMW  MNCUXOTROMHbLIX BELIEeCTB,  MNOPSAKa  UX
W3rOTOBMEHUS, pacnpeaeneHund, pPerucTpaumnun,  yyeta W XpaHeHus, a Takke npaswun ocdhopmneHus” (3apernctpupoBaH
MuHuctepcTBom tocTuummn Poccunckon ®epepaumm 27 Hos6pa 2015 r., pernctpaumoHHbin N 39868);
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npukas MuHuncTepcTBa 3apaBooxpaHennsa Poccuiickon ®enepaumm ot 21 anpens 2016 r. N 254H "O BHeceHWUW U3MEHEHUN
B _npuka3 MuHucTepcTBa 3apaBooxpaHeHunsi Poccuiickon Pepepaumu ot 20 aekabps 2012 ¢ N 11754 "O6 yTBepxaeHUn
Nnopsaika HasHaAYeHUs N BbINUCLIBAHUSA NIEKARPCTBEHHbIX NPenapaToB, a Takke hopM peLenTypHbix 6naHKoB Ha NEKAPCTBEHHbIE
npenaparbl,_Nopaaka 0hopMIeHnsa YKkasaHHbIX 6rnaHkoB, ux yvyeTa u xpaHeHus" u npunoxexnve N 2 k npukasy MuHuctepctea
3apaBooxpaHeHunsa Poccunckon denepaumn ot 1 aerycta 2012 . N 544 "O6 yrBepxaeHun dhopmbl GnaHKoB peLenTtos,
coaepXallMx HasHaYeHNe HapPKOTUYECKUX CRPEACTB UMM NCUXOTPOMHbIX BELIECTB, NOPSAKa UX U3rOTOBNEHUS, pacnpeneneHus,
pervcTpaLmm,_y4era v XpaHeHud, a Takke npasun odopmneHus” (3apermctpupoBaH MuHucTepcTBOM toCcTUMLMM Poccuiickon
depepauun 18 nonsa 2016 r., pernctpaumoHHbin N 42887);

OYHKT 4 U3MEHEHWN, KOTOPbIe BHOCATCH B HEKOTOpble Mpuka3sbl MMHUCTEPCTBA 34paBOOXPaHEHMS Y COLIManbHOro PasBUTUS
Poccunckon Pepepauumn v MuHWCTEpRCTBA 3apaBooxpaHeHus  Poccuiickor  Penepaumm  no  Bonpocam obpalleHus
NeKapCTBeHHbIX Mpenaparos, CcoAepXallinx HapKoTUYecKMe CpencTBa, MCUMXOTPOMHbIE BeLlecTBa U WX MNPEKypPcopbl, u
7IeKapPCTBEHHbIX CPEeACTB, noAanexalmx npeaMeTHO-KOMMYECTBEHHOMY, YYeTY, YTBEPXAEHHbIX npukasom MuHucTepctBa
3aopaBooxpaHeHus Poccunckon Pepepauum ot 31 oktabpa 2017 r. N 882H (3apeructpmpoBaH MuHUCTEPCTBOM HOCTULUM
Poccuiickon denepauun 9 aHeaps 2018 r., peructpaumoHHein N 49561);

npukas MuHucTepcTBa 3apaBooxpaHennsa Poccurickon Penepaumm ot 11 gekabpa 2019 . N 1021H "O BHeceHun
uameHeHui B npunoxenna N 2 n 4 k npukady_MuH1cTepcTBa 3apasooxpaHennsa Poccuiickon Penepauum ot 1 asrycra 2012 r.
N 54H "O6 yTBepxaeHUM hopMbl BNaHKOB PELIENTOB, COAEKALLMX HA3HAYEHWE HAPKOTUYECKUX CREACTB WU MCUXOTPROMHbIX
BeLLleCcTB, Nopgaka WX W3roTOBAEHWS, pacnpefeneHus, perucrpaluu, yyYeta U XpaHeHus, a Tawkke npasun odopmieHus”
(3apeructpuposaH MuHuctepcTeom toctuummn Poccunckon ®epepaumm 28 ausapa 2020 r., peructpauunoHHbsin N 57293);

npukas MuHucTepcTBa 3apaBooxpaHeHuns Poccuickon ®eaepaumm ot 8 oktabpa 2020 . N 1076H "O BHECEHWUW U3MEHEHUI
B [Mopsaaok pervcrpauuu, yvera U XpaHeHus chneumanbHbIX peLenTypHbIX OGnaHKoB Ha HApKOTUYECcKMe cpeacTBa  Wmu
NCUXOTPOMHbIE BEWIECTBA, YTBEMKAEHHbIN Npuka3oM MuHucTepcTBa 30paBooxpaHenna Poccurickon Penepaumm ot 1 aBrycra
2012 . N 54H" (3apernctpmpoBaH MuHnctepcteom toctuummn Poccuinckon degepauun 13 Hoabpa 2020 r., peructpaumoHHbin N
60898);

npukas MuHncTepcTBa 3apaBooxpaHenunsa Poceunckon Penepauimm ot 14 aHeapa 2019 . N 4H "O6 yTBepxaeHUn nopsaka
HasHayeHVs NeKapCTBEHHbIX NpenapatoB,  hopM peLenTypHbiX OGnaHKOB Ha NeKapCTBEHHble npenapartbl,_ nopsaaka
odhopMneHuns ykasaHHbIX OGnaHkoB, KX y4eTra u xpaHeHusa" (3apeructpupoBaH MwuHucTepcTBOM tocTuummn Poccuiickom
depepauun 26 mapta 2019 r., pernctpaumoHHbii N 54173);

npukas MuHucTepcTBa 3apaBooxpaHennsa Poccuiickon Penepaumm ot 11 gekabpa 2019 . N 1022H "O BHeceHun
u3MeHeHu B npukas MuHucTepcTBa 3apaBooxpaHeHus Poccuiickon ®enepatimm ot 14 auBapa 2019 . N 4H "O6 yTBEpXaeHUn
nopaaka HasHayeHus nekapcTBEHHbIX npenaparos, hopMm peLienTypHbix GnaHKoB Ha NekapcTBeHHble npenapartbl,_nopaaka
odhopMneHus ykasaHHbIX OnaHkoB, KX y4veTra u xpaHeHusa" (3apeructpupoBaH MwuHUCTEpCTBOM tocTuummu Poccuiickom
depnepauun 28 aHeapsa 2020 r., peructpaumoHHein N 57292);

npukas MuHuctepcTBa 3apaBooxpaHeHms Poccuiickon Penepaumm ot 8 oktabpsa 2020 . N 1075H "O BHECEHUUN M3MEHEHUN
B NOPSA0K Ha3HaYeHWs NeKapCTBEHHbIX NPeENapaToB, YTBEMKAEHHbIV Npuka3om MuHUCTEpPCTBa 30paBooxpaHeHns Poccurickon
Ddenepaumun o1 14 anueapsa 2019 r. N 4H" (3apeructpmpoBaH MuHucTepcTBOM tocTuumm Poccuickon depepaummn 22 nekabps
2020 r., peructpaumnoHHbin N 61695);

OyHKT 3.8 VHCTRYKUUKN O NORSAKE BbINUCLIBAHWUA NEKAPCTBEHHbLIX NpenaparoB U o)opMaeHns peLienToB u TpeboBaHui-
HaknagHbIX, YTBEPXXAEHHOW NpuKa3oMm MUHWCTEPCTBA 30paBOOXPaHEHNA U coLmanbHOro passutnsa Poccuickon ®enepaumm ot
12 cdheBpanga 2007 . N 110 "O nopsake HasHaYeHUs U BbINUCbIBAHUS JIEKAPCTBEHHbIX NPenapaToB, U3Aenuin _MeauLIMHCKOro
HasHayYeHWss W chneumanunsvpoBaHHbIX NPOAYKTOB neyebHoro nutanuga" (3apeructpupoBaH MUHUCTEPCTBOM  OCTULMN
Poccuinckon ®eanepaumm 27 anpens 2007 r., pernctpaumoHHbii N 9364);

npuka3 MUHUCTEPCTBA 3pPaBOOXPaHEeHUs U coumanbHoro pas3putua Poccuinckon Penepaumm ot 17 maa 2012 . N 562H
"O6 ytBepxaeHun lNopsaka oTnycka IU3NYECKUM NuLiaM JEKapPCTBEHHbLIX MpPenaparoB Ans MEAWLIMHCKOrO MNPUMEHEHMS,
coaepxXalimMx KpoMe MarblX KONMMYEeCTB HapKOTUYECKUX CPeAcTB, MCUXOTPOMHbLIX BEeLecTB M WX MNPEKypcopoB Apyrve
chapmakonornyeckme akTvBHble BellecTBa" (3apernctpupoBaH MuHucTepcTBom toctuuum Poccuiickon depepauumn 1 moHs
2012 r., pernctpauuoHHbii N 24438);

OYHKT 2 U3MEHEeHWN, KOTOPble BHOCATCS B HEKOTORbIE NpuKasbl MUHUCTERCTBA 30paBOOXPaHEeHNS U COLIManbHOro pasBuTums
Poccunckon Penepauun, yTeepxaeHHbIX npukasom MuHucTepcTtBa 3apaBooxpaHeHus Poccunickon ®enepaumm ot 10 moHS
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2013 . N 369H (3apeructpuposaH MuHuctepcTBom toctuuumn Poccunckon ®epepaumm 15 uionga 2013 r., pernctpaunoHHsii N
29064);

npukas MuHucTepcTBa 3apaBooxpaHeHns Poccuiickon Penepaumm ot 21 asrycta 2014 r. N 465H "O BHECEHWUW M3MEHEHUI
B _NMOPSAOK OTNyCcka hn3MYECKMM NnLIaM NEKAPCTBEHHbIX NPenapaToB AN MEeAULIMHCKOIO NMPUMEHEHUs, coaepXallMx Kpome
ManbIX KONNYECTB HAPKOTUYECKUX CREACTB, MCUXOTPOMNHbLIX BELLECTB U X NPEKYPCOROB ApYrve hapmMakonornyeckme akTuBHble
BeLLeCcTBa, yYTBEPXAEHHbIN Npukasom MuHUCTepCTBa 34paBOOXPaHEHMA U coLumansHoro passutunga Poccurickon Penepauum ot
17 maa 2012 . N 562H" (3apernctpmpoBaH MuHuctepctBoM toctuumm Poccuiickon Pepepaumm 10 ceHTtabps 2014 .,
pernctpaumoHHbin N 34024);

OyHKT 1 M3MEHEHUN, KOTOPbIE BHOCATCH B HEKOTOPbIE Mpukasbl MMHMCTEPCTBA 34paBOOXPaHEHWS 1 COLIMaNbHOIO PasBUTUS
Poccunckon ®denepaumm  n  MwuHucTepcTBa 3apaBooxpaHeHus  Poccuiickon  depepauunun, YTBEPXKOAEHHbIX NPUKA30M
MuHucTepcTBa 3apaBooxpaHeHns Poccunckon Penepaumu ot 10 ceHtabpsa 2015 ©. N 634H (3apeructpupoBaH MMHUCTEPCTBOM
tocTmumm Poccunckon ®epepaumm 30 ceHTabps 2015 ., peructpaumoHHbin N 39063);

OYHKT 3 MU3MEHEHUN, KOTOPbIE BHOCATCH B HEKOTOPbIE Mpukasbl MUHWUCTERCTBA 34PaBOOXPaHEHNS U COLIMANbHOIO Pa3BUTUS
Poccuinckon Pepepauumn 1 MuHUCTepCTBa 3apaBooxpaHeHust Poccuiickon  Penepaumm  no  Bonpocam obpallenuns
NeKapCTBEHHbIX NpenaparoB, COoAepXallnX HapKoTUYeckMe CcpeacTBa, MNCUXOTPOMHbIE BellecTBa U WX MNPEKYPCopoB, WU
NeKapCcTBEHHbIX CPeacTB, Moafiexallmx npegMeTHO-KONMMYECTBEHHOMY YYeTy, YTBEpPXAEHHbIX NpukazoM MuHucTepcTBa
3apaBooxpaHeHus Poccuiickonn Penepauum ot 31 oktabpa 2017 r. N 882H (3apeructpmpoBaH MUHUCTEPCTBOM HOCTULUM
Poccuickon ®enepaumm 9 aHsaps 2018 r., peructpaumnoHHbin N 49561).

3. PeuenTtypHble 6naHku dhopmbl N 107/y-HI, n3roToBneHHble A0 AHSA BCTYMNEHUS B CUMY HACTOSILLEro npukasa, mMoryTt
ObITb Mcnonb3oBaHbl 40 1 mapTa 2023 roga.

4. HacTtosawmn npuka3 Bctynaet B cuny ¢ 1 mapta 2022 r. n gencrteyet oo 1 mapta 2028 r.

MuHucTp
M.A.Mypaluko

3apernctpupoBaHo

B MuHuctepcTBe tocTuumm
Poccuinckon denepaumu
30 Hos16psa 2021 roaa,
permctpaumnoHHbin N 66124

NMpunoxeHne N 1

K NpuKasy MMHMCTe%CTBa 34paBoOXpaHeHus
occuuckou depepaumm

oT 24 Hosa6psa 2021 ropga N 1094H

NnoPAAOK HASHAYEHUA NEKAPCTBEHHbBbIX NMPEMNAPATOB

I. OBLUME NOJNTOXXEHUA

1. Ha3HaueHne neKkapCTBEHHbIX NpenapaTtoB Ans MeOMLMHCKOTO NMPUMEHEHWUa (oanee - nekapcTBeHHble npenaparbl)
OCYLLECTBSETCS fleYallmm BpadoM, (henbaLiepom, akyLLIepKon B Criydae BO3MOXEHUS Ha HWX MOMHOMOYMIA fedyallero Bpaya,

NPV OKasaHUM MEAMLIMHCKON NMOMOLLM B MEAMLIMHCKNX opraHn3aumsxl, B nopsigke, yctaHOBNEHHOM npukasom MuHuctepcTea

30paBoOXpaHeHns 1 coLmanbHoro paseuTua Poccuickon ®eaepauuu ot 23 mapta 2012 . N 2524 "O6 yTBepxaeHum Mopaaka
BO3MNOXEHUA Ha denb/llepa,_ akyLepky pykoBoauTeneM MeAWLMHCKOW opraHv3auum npyu opraHvsaum okasaHmsa nNepBUYHON
MEQMKO-CaHNTapPHON NOMOLLIN 1 CKOPOW MEAULIMHCKON NOMOLLIM OTAENbHbIX (DYHKLMIA Nevallero Bpada No HENOCPEACTBEHHOMY,
OKa3aHWI0 MeWLMHCKON NOMOLLIM NaLUMeHTy B Nepuos_HabnoaeHna 3a HUM U ero nevyeHus, B TOM YUCEe MO Ha3HAYeHWo U
NPUMEHEHWIO NEKapPCTBEHHbIX MpenaparoB,  BKNoYasd HapKOTUYECKMEe JeKapCTBEHHble npenapatbl U NCUXOTROMNHbIE
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nekapcTBeHHble npenaparbl” 2, MHAMBUAYaNbHBIMU NPEanPUHUMATENAMMU, OCYLLECTBSIOWMMM MEAMLIMHCKYIO AEATENbHOCTb
(banee - meguuMHCKUE PabOTHUKM).

1 Oyukr 11 cTatbn 2 denepansHoro 3akoHa oT 21 Hosa6psa 2011 . N 323-d3 "O6 ocHoBax oxpaHbl 30P0Bbs rPaxaaH B

Poccuiickon ®enepauun” (CobpaHue 3akoHogatenbcTBa Poccunckon ®enepaumm, 2011, N 48, c1.6724, 2019, N 52, c1.7796)
(oanee - ®epepanbHbin 3akoH N 323-93).

2 BapeructpuposaH MuHucTepcTBOM tocTULMK Poccouiickon deaepauun 28 anpens 2012 r., perctpaumoHHsiin N 23971 ¢

N3MEHEHNSIMU, BHECEHHBIMU NpuKa3oM MuHucTepcTBa 3apaBooxpaHenus Poccuiickon Penepaumu o1 31 oktabps 2017 ©. N
882H (3apeructpuposaH MuHuctepcTBom tocTuuumn Poccuinckon ®egepaumm 9 ausaps 2018 r., peructpauymnoHHsin N 49561).

MeguunHckun pa6OTHI/IK, O(*)OpMI/IBLLIVIVI peuenTt C HapyleHmemMm HacTtodwero nopsaaka, unnm pykosoauTterb MEANLNHCKOMN
opraHusauunmn obecneumsatoT cBOeBpeMeHHoe nepeoqoopMneHme Tpe6yeM0ro ana nauneHTta peuenTa.

2. CBefleHVsi O Ha3HA4YeHHOM JleKapCTBEHHOM MpenapaTte (HauMeHOBaHWE FeKapCTBEHHOro npenapaTa, OO3UPOBKa,
cnocob BBEAEHUS U MPUMEHEHWS, PEXUM [03UPOBaHUSA, MNPOAOSHKUTENBHOCTL JlEeYeHUss U OBGOCHOBaHWE HasHaueHus
neKkapCcTBEHHOro npenapara) BHOCATCA MeANUMHCKUM paBoTHMKOM B MEeAULMHCKYO AOKYMEHTaUMIO naumeHTa.

B cnyvasx, ykasaHHbix B nyHkTax 8-11 Hacrtosulero MNopsaka, MeAWUMHCKMI PabOTHMK, Ha3HaYMBLUMI FIEKApPCTBEHHbIN
npenapat, 0OpMISeT Ha3HA4YeHWe JIeKapCTBEHHbLIX MpenapaToB, B TOM YMCe Moafexawmx W3roTOBMEHUIO M OTNYCKY
anTevyHbIMY OpraHu3aumamn (ganee - nekapCcTBeHHble npenapaTbl MHANBUAYANbHOTO U3rOTOBMEHUS), HA peLenTypHOM BriaHke,
0ohOpMMeHHOM Ha BymMaXKHOM HOCUTerne 3a CBOeW Moanvchio (Janee - peuenT Ha OyMaxkHOM HocuTene), n (unu) ¢ cornacus

nauueHTa WNM ero 3aKOHHOro MPEeACcTaBMTeNs3 Ha peuenTypHoOM 6raHke B )OpMe 3MEKTPOHHOrO [OKYMEHTa ¢

MCMOMb30BaHMEM YCUIIEHHOW KBanuULMPOBAHHOW 3MEKTPOHHOM MoAnNMCUM MeauuuHCKoro paboTHUKa (ganee - peuenT B
hopmMe 3MeKTPOHHOIO AOKYMEHTA).

3 OyHkr 2 cTathy 20 PenepansHoro 3akoHa N 323-®3 (CobpaHue 3akoHoaaTenbctea Poccuiickon ®eaepauym, 2011, N
48, c1.6724; 2021, N 27, c1.5159).

Peuent B daopme ONEKTPOHHOIo [OKYMEHTa, co,u,ep>Kau.u/||7| Ha3Ha4YeHne HapKOTUYEeCKMX cpenctB WM NMCUXOTPOMHbIX
BewecTB, NoAnNncbiBaeTCcA C UCnosib3oBaHMeEM yCI/IJ'IeHHOIZ KBaJ'IVId’.)VILI,VIpOBaHHOVI 3]'IeKTpOHHOI7I noanucu neyailero spada unm
daenbp,Luepa, aKYyLLUEepKN, Ha KOTOPbIX BO3J10XKEHbI d’.)yHKLLI/IVI nevallero Bpaya, un COOTBeTCTByIOLIJ,eVI MeANLMHCKON opraHnsauunm
4,

4 MyHkT 1 cTatbn 26 PenepansHoro 3akoHa ot 8 aHeapsa 1998 . N 3-d3 "O HapKOTUYECKMX CPEACTBaX U MCUXOTPOMHbIX

BeulectBax" (CobpaHune 3akoHopaTenbcTBa Poccunckon ®epepaumm, 1998, N 2, c1.219, 2017, N 31, c1.4791) (manee -
®depnepanbHbin 3akoH N 3-03).

OdbopmneHune peuLentoB B (OpME INEKTPOHHbIX AOKYMEHTOB OCYLLECTBASETCA B Cryvae MNpUHATUS YNOMHOMOYEHHbIM
OpraHoM UCNOMNHUTENbHOW BriactTu cybbekta Poccuinckon degepauun B COOTBETCTBMM C NYHKTOM 4 cTatbm 6 PenepanbHoro

3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpalieHun NekapcTBEHHbIX CPeacTB"? peleHnss 06 MCMonb3oBaHWM Ha

Tepputopumn cybbekta Poccuitickoit degepaumm Hapsay € peuentamy Ha nekapcTBeHHble npenapaTtbl, 0OPMIIEHHBIMU Ha
OyMaXkHOM HocuTene, peLenToB Ha NEKapCTBEHHbIE NpenapaThl, COOPMMUPOBaHHLIX B POPME 3EKTPOHHBIX JOKYMEHTOB.

5 CobpaHue 3akoHogaTenscTea Poccuiickon ®enepaumn, 2010, N 16, c1.1815, 2019, N 52, c1.7793.

3. Mpu BbiNMCKE NauMeHTa M3 MEOULUMHCKOW OpraHu3auun, B KOTOPOM eMy oOkasblBanacb MeaMuMHCKas MOMOLLb B
CTauUMOHapHbIX YCNOBUSIX, NP HEOOXOOMMOCTU MPOAOIHKEHNS NPpUeMa fekapCTBEHHOIO Npenaparta B aMOynaTopHbIX YCIOBUSIX
AaHHOMY NauMeHTY MO PEeLLEHNI0 PYKOBOAMTENST MEOULIMHCKOW OpraHM3aummn HasHavatoTcst ¢ ohopmIieHneM peuenTta B goopme
SMEKTPOHHOIO AOKYMeHTa M (Mnu) Ha BymMakHOM HocuTene (3a WCKIoYeHNeM OOPMIIEHNS PeLEenToOB Ha NeKapCTBEHHbIE
npenapatbl, nognexawiue oTnycky OecnnatHO WM CO  CKMAkoW) nunbo BblgalTca (MAUMEHTY WM €ero  3aKOHHOMY
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I'Ipeﬂ,CTaBI/ITeJ'IIO) OOHOBpPEMEHHO C BbIMNNCKON 13 ncTopumn oonesHn JIeKapCTBeHHble npenapartbl, B TOM 4Ynclie HapKoTu4eckne un
NMCUXOTPOMHbIE JNEeKapCTBEeHHble Mnpenapatbl, BHECEHHbIE B CMUCKU Il n Il nepeyHsa HapKOTUYECKMX CpencTB, NCUXOTPOMHbIX
BelleCtB 1N WX MNPEKYPCOPOB, noanexauinx KOHTPOJH B Poccuinckon  Pepeparium, yTBEPXOEHHOIo npaBI/ITeJ'IbCTBOM

Poccuiickoin depepaumnt (nanee - lMepeyeHb), CUNbHOOENCTBYIOWME NEKApCTBEHHbIE npenaparbl, Ha CPoK npuema

nauneHTom Ao 5 gHen.

& OyHkr 2 ctatbn 2 GenepanbHoro sakoHa N 3-93 (CobpaHue sakoHogaTtenscTea Poccuiickon ®epepaumm, 1998, N 2,
cT.219; 2016, N 27, c1.4238).

4. HasHauyeHue JNNIeKapCTBEHHbIX npenapartoB Npu oKas3aHuu MEANLMHCKOM MOMOLLN B CTaUMOHaApPHbIX YCNOBUAX MOXET
OCYLUECTBNATLCA NOCPEACTBOM Tpe6OBaHI/Il7| MEANLNHCKOMN opraHnsauumn, HanpasenAeMblX B anTe4Hble opraHunsauuu,

ABNAOLIMECH CTPYKTYPHLIMW NOAPa3AENeHNSIMIA MEAULIMHCKON OpraHnsaumm 7 .

T MyHkT 54 cTatbu 4 DepepanbHoro 3akoHa oT 12 anpens 2010 . N 61-®3 "O6 o6palleHuu nekapcTBEHHbIX cpeacTts”

(CobpaHnue 3akoHopaTtensctBa Poccuinckon ®egepauun, 2010, N 16, ct.1815; 2019, N 31, c1.4456) (nanee - denepanbHbIn
3akoH N 61-93).

5. Ha3HaueHve nekapCTBEHHbIX MNpenapaToB OCYLUECTBNASETCA MEeAMUMHCKUM paBoTHMKOM MO  MeXAayHapogHOMY
HernaTeHTOBaHHOMY HauMeEHOBaHMWIO, a MPU ero OTCYTCTBUM - FPYNMMPOBOYHOMY UIM XMMUYECKOMY HauMeHoBaHuio. B criyyae
OTCYTCTBUSI MEXAYHapOAHOro HenaTeHTOBaHHOMO HaUMEHOBaHUS WM FPYMNMUMPOBOYHOMO WM XMMUYECKOTO HauMeHOBaHMWs
NeKapCTBEHHOrO rMpenaparta JeKapCTBEHHbIA Mpenapar HasHavyaeTcs MeaWMUMHCKUM  paboTHMKOM MO TOProBOMY
HaumeHoBaHMto. [pU HaNMYMM MeaUUMHCKUX NoKasaHWi (MHAUBWUAYarbHas HEMEPEHOCMMOCTb, MO KU3HEHHBIM MOKa3aHWsIM)

Mo peLleHnio BpayebHON KOMUCCUM MEOMLIMHCKON OpraHu3aLmMmn® oCyLLeCTBRAETCS HasHauyeHne u opopMIieHne HasHaueHus
NEeKapCTBEHHbIX NpenapaToB, He BXOASLIMX B CTaHAAPTbl MEAMLMHCKON NMOMOLLM, pa3paboTaHHble B COOTBETCTBUMN C MYHKTOM
14 craTbu 37 denepansbHoro 3akoHa N 323-03% | unu He NPeayCMOTPEHHbLIX COOTBETCTBYIOLLIEN KIUHUYECKOW peKoMeHaaLmen,

nmbo no TOproBbIM HamMeHoBaHMAM. PelleHne BpavyebHOM KOMMCCUM MELMLMHCKOM opraHusaumm dukcmpyetca B
MELMLMHCKON AOKYMEHTaLUM NaumeHTa 1 B XXypHarne BpadebGHoi KoMuccuu.

2 [pukas MyHWUCTEPCTBa 34paBOOXPaHEHNS 1 COLManbHOro passutus Poccuiickon Penepauum ot 5 mag 2012 r. N 5024

"O6 yTBEPXAEHUN MOPSAAKa CO3AaHUA M OeATenbHOCTU BpavyebHOW KOMMCCUN MEAMLIMHCKON opraHusaumu” (3apernctpmpoBaH
MuHuctepcTBOoM tocTuumm Poccunckon ®egepaunm 9 nioHsa 2012 r., pernctpaumoHHbii N 24516) ¢ nsmMeHeHusMmN, BHECEHHbIMM
npukasoMm MwuHucTepcTBa 3apasBooxpaHennsa Poccuiickon Pepepaummn ot 2 fekabpsa 2013 r. N 886H (3apernctpupoBaH
MuHuctepcTBom tocTuummn Poccuinckon ®enepaumm 23 gekabpst 2013 r., pernctpaumoHHbin N 30714).

¥ Co6paHue 3akoHogaTenscTea Poccuiickon ®enepaumu, 2011, N 48, cT.6724.

Ecnu npu okasaHuM nauuMeHTy MeaMUMHCKON MOMOLWM B MEAMLMHCKOW OpraHvM3auuv B CTaLMOHAPHbLIX YCIOBUSIX MO
peLleHnto BpavyebHOM KOMUCCUM OCYLLECTBRSIIOTCS Has3Ha4YeHUe M MpUMEHEHWe feKapCTBEHHOro npenapaTta C KOHKPETHbLIM
TOProBbIM HaVMEHOBaHMeM, TO NMPU OKa3aHUWM JAHHOMY NauMeHTy MeQULMHCKON MOMOLLM B MHON MEAMLMHCKON opraHu3auum B
CTaUMOHapHbIX YCIOBUSIX, @ Takke B aMOynaTOpHbIX YCMOBUSIX OCYLLECTBISETCH Ha3HaYeHne eMy NekapCTBEHHOrO npenapara

C TeéM Xe ToOproebiIM HanMeHOBaHUEM 1o,

10 OyHkT 2 nocTtaHoBnenus [MpaButensctBa Poccuiickoin Penepaummn ot 30.06.2020 N 965 "O BHECEHUU M3MEHEHWI B

MpaBuna chopMrpoBaHUA NepeYHsl NekapcTBEHHbIX CPEeACTB, 3aKymnka KOTOPbIX OCYLUECTBAAETCA B COOTBETCTBUMM C WX
TORrOBLIMU HaUMEHOBAHUSMMW, U O NMPYMEHEHWUW NEKaRPCTBEHHbIX NMPenapaToB C KOHKPETHLIMW TOProBbLIMWU HauMeHoBaHWAMMN"
(CobpaHue 3akoHogaTtenscTBa Poccuiickon depepaumu, 2020, N 28, cT.4422).

6. HasHaueHue JIeKapCTBEHHOIo npenapara B peuente Ha 6yMa)KHOM HOcuUTEeNne unn pedente B cbopme ANEKTPOHHOIo
OOKyMeHTa O(*)OpMJ'IﬂeTCﬂ Ha MMA nNauneHTa, And KoToporo npeaHasHayvyeH J'IeKapCTBeHHbIIZ npenapar.

Peuent Ha BymaxHoM HocuTene, ocbopMreHHbIN Ha peuenTypHom GnaHke ¢oopm N 107/y-HIM, N 107-1/y, N 148-1/y-88, N
148-1/y-04(n), yTBEPXKAEHHbBIX HACTOALLMM NMPUKA30M, MOXET ObITb NOMYYEH NaUWEHTOM, €ro 3aKOHHbIM NpeacTaBUTENEM NN
NUUOM, UMeLWMM  OOPMIIEHHYIO B COOTBETCTBMM C Tpax4aHCKMM 3akoHogaTenbcTBoMm Poccuiickon  Pepepaunn
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0OBEPEeHHOCTb OT NauneHTa Ha npaBo Nofy4YeHua Takoro peuenta (,u,anee - YNOJIHOMOYEHHOE J'II/ILI,O).

MpenOcTaBrneHWe OOBEPEHHOCTM He TpebyeTca B crnydae MoMyvyeHuss pelenTa Ha MeKkapCTBeHHbI npenapar Aans
MHKypabenbHOro GONbLHOrO Ha 3aBepLualolleM aTane ero >KMU3HWU NULIOM, OCYLLECTBMSAIWMM YX04 3a TakuM UHKypabenbHbIM
GonbHbIM. B Takom cnyyae meguUMHCKMIA paBGoTHMK BblAaeT NuLy, OCYLLECTBMSAIWEMY yXod 3a WHKypabernbHbIM GOmMbHbIM,
[OKYMEHT, noaTeepXXaatoLmii MHKypabenbHoe cocTosiHue GonbHOro, codepKalluii CBEAEHNs O Nuue, koTopoe ByaeT nony4yarts
neKkapcTBeHHble npenapaTtbl No peuenTy (pamunusa, UMsl, OTYECTBO (MOCREQHee - NpU HanuMuuu), BUA, cepusi U (Mnu) Homep
AOKYMEHTa, YOOCTOBEPSIOLLErO NMMYHOCTL), 3aBEPEHHDBIN MOAMMCHI0 U NeYaTbld A4aHHOTO MeaMUMHCKOro paboTHMKa, a Takke
neyaTbio MEAULIMHCKOW OpraHn3aumu.

[lokyMeHT, noaTBepXaatoLLmnii MHKypabenbHoe CoCcTosiHMe GONBHOMo, OCTAeTCs B anTeYHOW opraHu3aumn.

Peuent B popme 9neKTpOHHOro AoKymeHTa (opMUpyeTcs C MCMNOMb30BaHMEM OCy4apCTBEHHOMW MHGOPMaLMOHHON
cuctembl B cdpepe 3gpaBooxpaHeHusi cybbekta Poccunckon degmepaumu, MegULUHCKON MHMOPMALNOHHOW CUCTEMBI

MeaULIMHCKOM opraHmsauumll

11 Cratbu 91 n 91.1 denepansHoro 3akoHa N 323-®3 (CobpaHue 3akoHomaTtenscTea Pocecuiickoin deaepaumm, 2011, N
48, cT.6724; 2021, N 27, ct.5141).

dakT BbldauM pelenTa Ha JEKapCTBEHHbLIA Mpenapat 3akOHHOMY MPEACTaBMTENO UMW YNONHOMOYEHHOMY nuLy
hUKCUpyeTCcs B MEAULIMHCKON AOKYMEHTauun naymeHTa.

7. MeguumHckum paboTHMKaM 3anpeLlaeTcst ohopMISTb PeLenTbl NPy OTCYTCTBUN Y NauMeHTa MELUUMHCKMX NOKa3aHWiA;
Ha HesaperncTpMpoBaHHbIE NeKapcTBeHHble npenapatbil?; Ha nekapcTBeHHble npenaparbl, KOTOpble B COOTBETCTBUM C

I/IHCprKLI,VIeIZ no MeaMunHCKOMY NMPUMEHEeHUI0 npeaHa3Ha4deHbl 59 NpUMEeHEeHUA TONMbKO B MEAUUMHCKUX OopraHun3auundx; Ha
HapKoTu4yeckne cpenctesa U NCUXOTPONHble BelleCcTBa, BHECEHHbIe B CIUCOK Il Mepeyns, 3aperncTpmpoBaHHble B Ka4decTBe
NeKapCTBEeHHbIX npenapartoB, B LUeNndaxX npuMeHeHna and nev4yeHna HapkoMaHun.

12 Pewenne CoBeTa EBpa3suiicKoil 3KOHOMUYECKON kommccum oT 3 Hosbpsa 2016 . N 78 "O [MNpaBunax perncrpaumm u

3KCMepTU3bl N1eKapCTBEHHbIX CPEACTB ANA MEAULIMHCKOIO NpUMeHeHns" (oduumanbHbli cant EBpasMnckoro SKOHOMUYECKOro
cot3a http://www.eaeunion.org/, 21 Hosbps 2016 r). Cratbs 13 ®depepanbHoro 3akoHa N 61-®3 (Cobpanue
3akoHogatenbcTBa Poccunckon ®egepaunn, 2010, N 16, c1.1815; 2020, N 14, c1.2028).

MHavBmayanbHbiM - NpegnpuHUMaTtensiM,  OCYLUECTBNSKOWNMM  MEAULMHCKY0  OeATenbHOCTb,  AOMOMHUTENBbHO K
TpeboBaHMAM, ykasaHHbIM B ab3aue NMepBOM HACTOsILLEro MyHKTa, 3anpelaeTcs odopmnaTb peuenTbl Ha HapkoTudeckue
CpeacTBa M MCUXOTPONHble BewlecTBa, BHeceHHble B cnucku |l u |l MepedHa (ganee - HapKOTMYECKME U MCUXOTPOMHbIE
nekapctBeHHble npenapatbl cnvckos |l u [l MNepeyHs).

8. MNpv HaszHa4YeHUN HaAPKOTUHECKUX U MCUXOTPONMHBLIX NeKApCTBEHHbLIX NpenapatoB cnucka |l MepeyHs, 3a UCKMIOYEHMEM
neKapCTBEHHbIX MpenapatoB B BuAe TpaHCAepManbHbIX TepaneBTUYECKMX CUCTEM W NEeKapCTBEHHbIX MpenapaTtos,
cogepXalux HapKOTUYECKOE CPEeACTBO B COYMETAHUWM C AHTArOHUCTOM OMMOWMAHLIX PELenTopoB, peuenTbl Ha ByMaxkKHOM
HocuTene oopMIIATCA Ha peuenTypHoM bnanke dhopmbl N 107/y-HIT.

9. PeuenTypHbin 6rnaHk chopmbl N 148-1/y-88 odopmnsieTcs Npy HazHaYeHWU:

1) HapKOTUYECKMX M MCUXOTPOMHBIX NEeKapCTBEHHbIX npenapatoB cnucka |l lNepeyHa B Buae TpaHcOoepmarnbHbIX
TepaneBTU4YeCKMX CUCTEeM, HAPKOTUHECKMX IeKapCTBEHHbIX npenapatoB Crucka Il _MNepeyHs, coaepxalwmx HapKoTundyeckoe
cpeacTteBo B coYveTaHMn C aHTaroHUMCToOM ONMMOUAHbIX peuenTopoB, NCUXOTPOMHbIX NMEeKapCTBEHHbIX npenapaTtoB Crnucka 1]
[epeyns;

2) KOMBMHMPOBAHHBIX NIEKAPCTBEHHbIX NPenapaToB, coaepXKallmX:

a) KOOewuH unu ero conu (B nepecyeTe Ha YMCTOE BELLECTBO) B Konnyectse Ao 20 Mr BKMYMTENBHO (Ha 1 Ao3y TBepaoun
nekapcTBeHHon opmbl) unu B konudectse Ao 200 mr BkntoumtensHo (Ha 100 mn nnm 100 r XXnakon nekapcTBEHHON hopMbl
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OnA BHYTPEHHero I'IpI/IMeHeHVIﬂ);

©) nceBgoacbegpuHa ruapoxnopua B Konnyectse, npesbiwatowem 30 mr, n go 60 mr BknountensHo (Ha 1 go3y TBepaon
nekapcTBeHHON popmbl);

B) nceeaoadedpuHa rmapoxnopug B konuyectBe, npesbiwatowiem 30 Mr, 1 4o 60 Mr BKMAKYMTENbHO B COYETAHUM C
aekctpomeTtopcaHom rugpobpommaom B konuyectee, npesbiwatowem 10 mr, n go 30 Mr BknoumMTensHo (Ha 1 go3y TBepaon
nekapcTBeHHOW hopMbl);

r) gekctpometropgaHa rugpobpomug B konudectBe Ao 200 mr BknwoumtenbHo (Ha 100 mn wnm 100 r xmnakomn
nekapcTBEHHOW hOpMbl 411 BHYTPEHHETO NPUMEHEHWS);

) adbegpuHa rmgpoxrnopug B KonmnyecTtse, npesbiwatowem 100 mr, n go 300 mr BkntountensHo (Ha 100 mn unmn 100 r
XNOKOW NeKkapCTBEHHOM (hOPMbI AN BHYTPEHHETO NPUMEHEHNS);

e) aceapviHa rMapoxnopua B konuvecTtse 0o 50 Mr BKIMHOUUTENBLHO (Ha 1 403y TBEPAON NEKapCTBEHHON hopMbl);

X) dpeHMnnponaHonamMmuH B KONMYEeCTBe 40 75 Mr BKIIOUNTENBHO (Ha 1 003y TBepaon nekapcteeHHon gopmel) nnu ao 300
Mr BkroumnTensHO (Ha 100 mn nnm 100 rxmakon nekapcTBeHHOW PopMbl A5 BHYTPEHHEro NpUMEHeHNs);

3) dheHObapbuTan B KonuMyecTtBe 40 15 Mr BKMHYMTENMBHO B COYETAHUM C KOOEWHOM (UNU €ro ConsiMm) HE3aBUCUMO OT
KonuyecTtBa (Ha 1 4o3y TBepAoW nekapcTBeHHOW OPMbI);

n) cbeHobapbutan B konuyectBe Ao 20 Mr BKMOYUTENBLHO B COYETAHUM C 3cheapuHOM TMAPOXITOPUAOM HE3ABMCMMO OT
KonuyecTtBa (Ha 1 403y TBepAoOW NekapCTBEHHOW OPMbI);

K) Xxnopamasenokcug B konmnyectse, npesbiwatowiem 10 mr, n go 20 Mr BkNoUMTENBHO (Ha 1 403y TBEPOON NeKapCTBEHHON
hopMb);

3) nekapcTBEHHbIX MpenapaToB WHAOVBUAYANbHOTO W3rOTOBMEHWUS, COAEpPXalluMX HapKOTUYECKOE CpPeacTBO MNU
ncuxoTpornHoe BelecTBo cnucka |l MepeyHs, n agpyrne capmakonormyeckne akTMBHblE BeELLECTBa B [403€, He MpeBbillatoLLen
BbICLLUYHO pa3oBylo 403y, U MPWU YCIOBUU, YTO STOT KOMOUHMPOBAHHbIA NEKAPCTBEHHbIV NpenapaT He SIBSIETCS HapKOTUYECKUM
WITN NCUXOTPOMHbIM JIEKAPCTBEHHbLIM NpenapaTtomM cnucka Il MNepeyns;

4) nekapCTBEHHbIX MpenapaToB, BKIOYEHHbLIX B MepevYeHb NeKapCTBEHHbIX CPeACTB AN MELUUMHCKOrO MpUMEHEHUS,
noanexalumx NpeaMeTHO-KONMMYECTBEHHOMY YUeTY (farnee - nekapcTBeHHbIe npenaparbl, BKNoYeHHbIe B nepedeHs MKY)13 |

13 NopanyHkT 5.2.171(1)_nyHkTa 5 noctaHoeneHus MpasuTtenscTea Poccuiickoin Penepauumn ot 19.06.2012 N 608 "O6

yrBepxaeHun [MonoxeHna o MwuHucTepcTBe 3a4paBooxpaHeHus Poccuiickon  ®depepauumn” (oanee - [llonoxeHne o
MuHuctepctBe) (CobpaHue 3akoHopatenbcTBa Poccuickon ®epepaumm, 2012, N 26, ¢1.3526; 2013, N 16, ¢c1.1970).

10. PeuentypHbin 6naHk dhopmbl N 148-1/y-04(n) odopmMnsieTcs Mpu  Ha3HAYeHWW IEeKapCTBEHHbIX MpenapaTtos
rpaxgaHam, umerLwum npaBo Ha GecnnaTtHoe nornyyYeHue NeKapCTBEHHbIX MpenapaTtoB UMM MOMyyYeHMe INeKapCTBEHHbIX
npenapaToB CO CKUAKOWN.

11. PeuenTtypHbii 6naHk ¢oopmbl N 107-1/y ochopmnisieTcs Npu Ha3Ha4YeHUn:

1) nekapcTBEHHbIX NpenapaToB, He yKasaHHbIX B NyHKTax 8, 9 HacTosauwlero Mopaaka;

2) KOMBUHMPOBAHHBIX NIEKAPCTBEHHbIX NMPenapaToB, CoAepXKaLLmX:
a) aproTamuHa ruapoTapTpaT B KONMYECTBE 40 5 Mr BKMOYMUTENBLHO (Ha 1 O3y TBEPAON NeKapCTBEHHON hopMbl);

0) adbeapuHa rugpoxnopua B konnyectse 4o 100 mr BkntoumTensHo (Ha 100 mn mnm 100 r kuakon nekapcTBeHHOM opMbl
AN BHYTPEHHErO NPUMEHEHUS);
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B) NnceBaoadeaprHa ruapoxnopus B kKonmyecTtse, He npesbiwatowem 30 Mr (Ha 1 o3y TBepaon nekapCTBeHHOW opMbl);

r) ncesgoadedpvHa rMOpoxXnopua B KonmuyecTBe, He npesbiwakowem 30 M, B covyeTaHuu C OeKCTpomMeTopdaHoMm
rmgpobpomuaomMm B KonuyecTtBe, npesbiwatowem 10 mr, 1 go 30 mr BknwouuTensHO (Ha 1 403y TBEpOOW NeKapCTBEHHOW

hopmbi);

n) aekctpomeTopchaHa rmgpobpomug B Konnyectse, npesbiwatowwem 10 mr, n go 30 Mr BKNOUUTENBHO (Ha 1 [o3y TBEPAON
nekapcTBeHHOW hopMbl);

e) beHobapbuTan B konuyecTse, npesbiwatowem 20 mr, u go 50 mr BknounTenbHO (Ha 1 403y TBEPAOMW NeKapCTBEHHON
opmbl);

X) deHobapbuTtan B konuyecTBe 40 20 Mr BKMHOYUTENBHO B COMETAHWM C 3ProTaMMHOM MMApPOTApPTPaTOM HE3aBUCUMO OT
Konu4yecTtBa (Ha 1 403y TBepAoW NekapCTBEHHOW OPMbI);

3) xnopauasenokcug, B konnyectee Ao 10 mr BknountenesHo (Ha 1 o3y TBepAov NekapCTBEHHOW DOPMbl).

12. MNpwn Ha3Ha4YeHUN NeKapCTBEHHOrO npenapaTta UHAMBMAOYaNbHOIO U3rOTOBMEHMS B peLenTe Ha GymMaXHOM HocuTerne u
(unun) peuente B copme 3MEKTPOHHOINO [AOKYMEHTa HaMMEHOBaHUS feKapCTBEHHbIX cpeacTB (BELECTB), BKIHOYEHHbLIX B
nepedeHb MKY, ykasbiBatoTcs B Havarne peuenTa, 3aTeM - BCe OCTallbHble UHIPeaNeHTbI.

13. Mpu HasHayeHWM nekapcCTBEHHOro npenapaTta B peliente Ha OymaxHOM HocuTene U (unu) peuenTte B dopme
3NEKTPOHHOTO [OKYMEeHTa 3anpellaeTcs MpeBbillaTbh KONMMYEeCTBO HaPKOTUYECKUX CPEACTB UMM MCUXOTPOMHbLIX BeLLEeCTB,
KOTOpoe MOXeT ObiTb BbINMCAHO B OAHOM pelenTe, ycTaHoBrneHHoe npunoxennem N 1 Kk HacTodwemy [opsaaky, 3a
UCKIIOYEHMEM CryYaeB, yKa3aHHbIX B NyHkTax 15 n 24 HacTosulero MNopsaka.

14. Tpn HasHa4YeHUN NEKApPCTBEHHbIX MpenapaToB, BKMOYEHHbIX B nepedeHb [MKY, fo3a KOTOpbIX MpeBbilaeT BbICLLUA
OOHOKPaTHbIN NpueM, MeaULMHCKUA paboTHUK obo3HavaeT [03y 3TOro NekapcTBEHHOro npenaparta B peuente Ha ByMaxHOM
HocuUTene npOMUCLI0 C MPOCTaBfEHWEM BOCKNMUATENbHOMO 3Haka W (MnM) NpOCTaBMsieT BOCKMMUATENbHbIA 3HAK Mpu
ocopmsieHnmn peuenTta B hopMe 3NEKTPOHHOIO JOKYMEHTA.

15. KonuyecTBo HasHa4YeHHbIX NeKapCTBEHHbIX MpenapaTtoB, BKMOYEHHbIX B nepedveHb [KY, npu okasaHuu naumeHTtam,
HY>XOAIOLWMMCA B ANUTENbHOM NEeYEHUU, NEPBUYHON MEOMKO-CAaHUTAPHON MOMOLLM M NannMaTMBHOW MEeOWULIMHCKOW MOMOLLU
MOXeT ObITb YBEMMYEHO C YYETOM KIMMHMYECKMX peKkoMeHAdauun He Gonee 4yem B 2 pasa MO CPaBHEHUKO C KONMUYECTBOM
HapPKOTMYECKUX CPELCTB UMM MCUXOTPOMHbBIX BELLECTB, KOTOPOE MOXET ObiTb BbINMMCAHO B OOHOM peELEnTe, YCTAHOBMEHHbBIM
npunoxexnvem N 1 k HacTosawemy Mopaaky.

B cnyyasix, npemycMOTpeHHbIX ab3aueM nepBbIM HaCTOALWEro MyHKTa, Ha peuentax Ha OymaxHOM Hocutene
npousBoanTcst Haanuchb "lMo cneumanbHOMY Has3HaAYeHWo", OTAENbHO 3aBEepeHHasi MoAMNUChbI MEOMLMHCKOro paboTHUKa u
neyaTtblo MeauMLUMHCKOW opraHu3auumn "Ons peuentoB", Ha peuentax B (popMe 3MeKTPOHHOro AOKYMEHTa MpOU3BOAUTCS
otmetka "lo cneunansHOMY HasHavyeHu" C MPOCTaBNEHUMEM YCUMNEHHOW KBanuUUMPOBAHHOW 3MEKTPOHHOW noanmcu
MeOULNHCKOro paboTHMKa.

16. CocTtaB nekapCTBEHHOro npenapaTta, JfekapcTBeHHas dopma U obpalleHne MeauunHCKoro paboTHuKa K
hapmaueBTnyeckomy paboTHMKY 0O OTnycKe nekapCTBEHHOro npenapata Ha OymaxHOM HocuTene odopMmsoTCa Ha
NaTUHCKOM WM PYCCKOM A3blke B POAUTENbHOM Najexe, 3a UCKMYeHMeM opopMneHns peuenTtoB B hopMe 3MeKTPOHHOIO
[OKYMEHTa, OCYLLECTBMNSAEMOro Ha PYCCKOM 5i3bIKe.

Mpn odopmneHnn peuenTypHbix GNaHKOB AOMYCKAeTCs MCMNOMb30BaHUE cokpalweHui (mpunoxeHve N 2 K HacTosauwlemy
Mopsaky).

MpyM HasHayeHuM neKapCTBEHHOro npenapaTta He [JOMyckaeTcs COKpalleHWe HauMEHOBaHW  UHIPEAMEHTOB,
COCTaBNSOLWMX JTEKAPCTBEHHbIV Npenapat, He NO3BOSIAIOLLMX YCTAaHOBUTb, KaKo MMEHHO NeKapCTBEHHbIN NpenapaTt Ha3HayeH.

17. Cnoco6 npvMeHeHWs1 NekapCTBEHHOro npenapata o0o3HayYaeTcsi C ykasaHWem MyTW BBEOEHMsl, 403bl, 4acToThl,
BPEMEHU MpUEMA OTHOCUTENBbHO CHa (YTPOM, Ha HOYb) M €ro ANUTENbHOCTW, a AN NeKapCTBEHHbIX MNpenapaTos,
B3aVMOAENCTBYIONX C MULLEN, - BPEMEHU UX YNOTPEONeHnst OTHOCUTENBHO MpueMa NUWK (4o edbl, BO Bpemsi efbl, nocne
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enbl).

18. lNpn HeoBGXOAMMOCTU HEMEANEHHOro WM CPOYHOro (B TedeHuMe AByX paboymx OHen) oThnycka nekapCTBEHHOro
npenapata naumeHTy B BEpXHeW 4acTtu peuenTta Ha BymakHOM HocuTerne npocTtaBnsaTca obo3HadveHuns "cito" (CpovHOo) mnu
"statim" (HemeaneHHo). AHanoruyHble o603HaYeHUs NPOCTaBNATCA B BMAE OTMETOK NMpu odopMieHun peuenta B dopme
3MNEKTPOHHOro AOKYMEHTA.

19. MNpun odpopMneHnn Ha3HavyeHnss roTOBOrO NeKapCTBEHHOrO Npenapara B peuenTe Ha GymaxHOM HocuTene unu peuente
B popMe 3MeKTPOHHOro AOKYMEHTa KOMMYEeCTBO OENCTBYHOLIMX BELLEeCTB YKasblBAeTCS B COOTBETCTBMM C WHCTPYKUMEW MO
MeaVLIMHCKOMY MPUMEHEHUIO NeKapCTBEHHOro npenapara. [onycTumo ykasbiBaTb OO3MPOBKY NEKapCTBEHHbIX MpenapaTos
CUCTEMHOro OencTBus (ans pe3opOTMBHOrO npuema) B TBEPAbIX NEKAPCTBEHHbLIX hopmax (Hanpumep, TabneTkn, MOpPOLLKW,
Kancynbl) Kak coaep)XaHue OQHOro UM HECKOMbKUX OENCTBYIOLLMX BELeCTB B eAnHMLax Macchl (B rpaMmax, MUnnurpaMmmax).
JonycTumo ykasbiBaTb LO3MPOBKY NEKAPCTBEHHbIX NMpenapaToB CUCTEMHOrO OeWCTBUS (Ans pe3opOTUBHOIO NpUMEHeHWs) B
XMOKUX NeKapcTBEHHbIX hopmax (Hanpumep, pacTBOpbl, CYyCNeH3UnN) Kak coaepxaHue OAHOIO UM HECKOMbKMX OEeNCTBYHOLLIMX
BELLECTB B eAMHMLAxX Maccbl Ha eavHuuly obbema (Hampumep, MUNAUIpaMm/MUNNUANTP) C yKasaHneM obulero obbema
nekapcTBeHHon opMbl.

Mpu odopmneHMn HasHavyeHUs1 NeKapCTBEHHOro npenapara MHAMBWAYaNbHOIO M3rOTOBMEHUS B peuenTte Ha BymMaxHOM
HocuTene unu peuente B hOpMe 3MNEKTPOHHOIO AOKYMEHTa KONMMYECTBO TBEPAbIX M ChiNy4Mx hapMaueBTUYECKMX CyOCTaHLMNA
ykasbiBaetcd B rpammax (0,001; 0,5; 1,0), Kuakux - B MUANUAUTPAXx, rpaMmmax 1 Kannsx.

20. Peuentbl Ha OymaxHOM HocuTtene, B hopMe 3MeKTPOHHOro AOKYMEHTa, OOpMIIEHHbIE Ha peuenTypHOM OnaHke
chopmbl N 148-1/y-88 1 npegHasHayeHHble As OTNyCKa feKapCTBEHHbIX MpenapaToB, NpegyCMOTPEHHbIX noanyHkTamun 1-3
nyHkTa 9 HacTogulero MNopgaka, AeNcTBUTENbHbI B TedeHne 15 gHen co gHa ocbopmMieHms.

21. Peuentbl Ha BymaxHOM HocuTene, B hopMe 3MEKTPOHHOIO AOKYMEHTA, OPOPMIIEHHbIE Ha peuenTypHOM OnaHke
chopmbl N 148-1/y-04(0) v npegHasHadYeHHble AN OTNycka NeKapCTBEHHbIX NpenapaToB rpaxgaHam, ykasaHHbIM B nyHkTe 10
HacTosdulero MNopsaaka, AencTBuUTeNbHbl B TedeHne 30 AHen co OHSA opopMIeHus, 3a UCKIoYeHMeM criydaeB O0hopMIeHUs
peuenTta B COOTBETCTBMU C nyHKTamu 38 1 39 HacTosaulero [Nopsgaka, Npu KOTOPbIX OH AENCTBUTENEH B TedeHne 15 gHer co gHA
oopMIIEHMS.

22. Peuentbl Ha OymaxkHOM HocuTene, B hOpMe 3MEeKTPOHHOIO AOKYMEHTa, OQPOPMIIEHHbIE Ha peuenTypHOM OrnaHke
chopmbl N 148-1/y-04(n) v npeaHa3HavYeHHble A4S OTMyCKa NekapCTBEHHbIX NpenapaTtoB rpaxaaHam, JOCTUTLLMM NEHCUOHHOTO
BO3pacTa, MHBanvaaMm nepBov rpynnbl, AeTSM-UHBaNMAaM, a Takke rpaxaaHam, CTpagaloLLmMM XpoHUYECcKMMU 3aboneBaHnsamu,
TpebyrLWwnMn ANUTENBLHOIO KYpCOBOIO fnevYeHus, AencTBuTenbHbI B TedeHne 90 gHel co AHA 0POpMIEeHUs], 32 UCKIMOYEHNEM
cny4yaeB, yka3aHHbIX B nyHkTax 38 u 39 HacTtosuwlero [Nopgaka, npy KOTOpbIX OH AeNcTBuUTeneH B TeveHue 15 gHen co gHA
ocopmMIieHms.

[nsa neyeHus XpoHU4Yecknx 3aboneBaHU ykazaHHbIM KaTeropusiM rpaxkaaH nekapCcTBeHHbIe npenapaTtbl ¢ 0hOpMIeHNEM
peLenToB Ha BymakHOM HOCUTerNe Unu peLenToB B hopMe SMEKTPOHHOIO JOKYMEHTa MOTYT HasHayaTbCsl Ha Kypc nevyeHnst Ao
180 gHen.

23. Peuentbl Ha ©ymaxHOM HocuTene, B hopMe 3MEKTPOHHOIO AOKYMEHTA, OPOPMIIEHHbIE Ha peuenTypHOM OnaHke
¢hopmbl N 107-1/y 1 npegHa3HavYeHHble ANs OTNyCKa NleKapCTBEHHbIX NpenapaToB, NPeayCMOTPEHHbIX NyHKTOM 11 HacTosdulero
Mopsaaka, AencTBUTENbHbI B Te4eHne 60 aHer co aHs odhopMIIEHNS.

Mpn HaszHayeHWM roTOBbIX MEeKapCTBEHHbIX NpenapaToB M NeKapCTBEHHbIX NpenapaToB WHAMBUAYANbHOrO M3roTOBMEHUS
nauveHtam ¢ 3abonesaHuAMW, TPebyOLWMMN ANUTENBHOrO KYpCOBOro NneyeHus, ¢ oopMneHMemM Ha peuenTypHoMm OnaHke
c¢hopmbl N 107-1/y peuenta Ha BymaykHOM HocuTeNne unm B oopMe 3NEKTPOHHOIO JOKYMEHTa yCTaHABMMBAETCA CPOK AEACTBUSA
peuenTa B npeaenax 4o 04HOro roga.

B cnyyae yctaHoBneHus cpoka OencTBus pelenTta B npefenax 4O OAHOro roga B peuenTte npomsBoguTtca Hagnuck: "o
crneunanbHOMY Ha3HavyeHuo", 0b03HavYaeTcs CpoK AENCTBMSA peLenTa U NepuogmMyHOCTb OTNycKa NeKapCTBEHHbIX NpenapaToB
M3 anTe4yHOW oOopraHu3auuMum wnu WHOUBMAYanbHbIM MpeanpUHMMAaTeEneM, KMMEKLWMM MUUEH3MI0 Ha dapMaueBTUYECKYIO

ﬂeﬂTeﬂbHOCTb14 (emeHeneano, eXeMeCA4YHO N WHble I'IepVIO,ElbI). [lononHuTensHoO 3To YKa3aHune 3aBepAeTcA noanncbto

MeauUMHCKOro paboTHMKa, a Takke nevyaTbld MeOMUUHCKOM opraHusauumn "[Ona peuentoB" (ons peuenta Ha OyMaXHOM
HOCWUTENE) WMM  YCWMEHHOW  KBanMUUMPOBAHHOW  3MNEKTPOHHOW MOAMWUCHID  MEOULMHCKOro paboTHMka U nvua,
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YMONMHOMOYEHHOIO 3aBepsATb [AOKYMEHTbl OT MMEHU MeAULMHCKOW opraHusauun (Ana peuenta B popme 3NeKTPOHHOro
OOKYMeHTa).

14 MyHkT 47 yactn 1 cTatbn 12 PenepansHoro 3akoHa oT 4 mas 2011 r. N 99-3 "O nuLEeH3VPOBaHWUM OTAENbHbIX BUAOB

aesTenbHocTn" (nanee - PepepanbHbin 3akoH N 99-03) (CobpaHne 3akoHopatensctea Poccuiickon ®enepaumm, 2011, N 19,
CcT.2716; 2021, N 27, c1.5177).

24. PeuenTbl Ha NekapCTBEHHbIE Npenaparbl, BKMHOYEHHble B nepedeHb KY, ans neyeHns naumeHToB C XPOHUYECKUMU
3aboneBaHMAMM MOTyT 0hOPMIIATLCS Ha Kypc neveHuns o 60 gHen.

B cnyyae, korga Kypc nedeHus coctaensetr 6onee 30 AHen, OOMOMHUTENMbLHO B peuentax Ha BymaxHoOM Hocutene
npomnssBoantca Hagnuchk "lMo cneumanbHOMY HasHa4YeHUK", 3aBepeHHas MOAMUCHLI0 MEOMLMHCKOro paboTHMKa M nevaTbio
MeaVUMHCKON opraHu3dauumn "Onsa peuentosB”, Ha peuenTax B popMe 3NEKTPOHHOro AOKyMeHTa npoussBoguTcs oTmeTka "lMo
cneynanbHOMY HasHadeHuto" C NPOCTaBNEeHUEM YCUNEHHOW KBanMUUMPOBaAHHOM 3MIEKTPOHHOM MOAMUCU MeOULMHCKOro
paboTHMKa 1 nuua, yrnormHOMOYEHHOTO 3aBepsTb JOKYMEHTbI OT UMEHU MEAMLVHCKON OpraHv3aunu.

25. PeuenT Ha OymaxkHOM HocuTene B hOpMe 3NEKTPOHHOIO AOKYMeEHTa, 0pOpPMIIEHHbIN C HAPYLLEHNEM YCTAHOBITEHHbIX
HacTosAwmM Nopsakom TpeboBaHWIA, CHNTAETCH HEAENCTBUTENbHBIM.

Il. HASHAYEHUE NNIEKAPCTBEHHbIX MPEMAPATOB NPU OKA3AHUN MEOULWHCKOW NOMOLLM B
CTALMOHAPHbBIX YCNOBUAX

26. Npun okasaHMM NaUMEHTY MEOULMHCKOWM NMOMOLLM B CTALMOHAPHbIX YCITOBUSAX HA3Ha4YeHMEe NeKapCTBEHHbIX NpenapaToB
npousBoanTcs 6e3 odopmneHms peuenta MEOULUNHCKUM pabOTHUMKOM €OUHONUYHO, 3a MCKMIOYEHUEM CIyyYaeB, yKasaHHbIX B
nyHkTe 27 HacTosulero Nopsaka.

27. CornacoBaHne HasHa4YeHusi JNNIEeKapCTBEHHbIX npenapaTtoB C 3aBefyrwmnmM otaeneHnemM nnm oTBeTCTBEHHbIM EXYPHbIM
Bpayom nnéo apyrum nmuom, YnoJIHOMOYEHHbIM MNPUKa3oM [TaBHOINO Bpa4a MEeANLIMHCKON opraHmdauumn, a TakKxKe, npu
Hann4nu, ¢ Bpa4oMm - KnMHN4YeCKnm q)apmakonorom HeO6XO,EI,I/IMO B Cly4yadax:

1) OAHOBpPEeMEHHOIro HasHa4YeHna NATN n bonee NeKapCTBEHHbIX npenapaTtoB O AHOMY NaUNEHTY;

2) HasHayeHUs JeKapCTBEHHbIX MpenapaTtoB, He BXOASLIMX B MNEpeveHb >KMU3HEHHO HeOoBXOoAWMbIX W BaXKHEMLIMX
nekapcTBeHHbIX npenapatoBl? | npu HETUNMYHOM TedeHuK 3a6oneBaHusi, HanMYUM OCIOKHEHMII OCHOBHOMO 3abornesaHus u

(VIJ'II/I) ConyTCTBYHOLNX 3aboneBaHui, npu Ha3Ha4YeHuUn neKapCTBEHHbIX npenapartos, 0COBGEHHOCTM B3aMMOAENCTBUSA U
COBMECTUMOCTU KOTOPbLIX COMMacHO UMHCTPYKUUAM NO UX NPUMEHEHUIO NPUBOAAT K CHUXEHUIO 3(*)d)eKTV|BHOCTVI n 6esonacHocTn
cbapmaKOTepanMM n (MJ'IM) Co3aatoT noTeHUuManbHy0 OnNacHOCTb AJA XU3HW U 300pOBbsA NauueHTa.

15 Yactun 1 cratbun 60 denepansHoro sakoHa N 61-©3 (CobpaHue 3akoHoaaTenbcTtea Poccuiickon ®epepauuu, 2010, N
16, c1.1815; 2020, N 29, cT.4516).

B ykasaHHbIX criyyasix HasHayeHWe NekapcTBEHHbIX NpenapaToB PUKCUPYETCS B MEAULIMHCKONM JOKYMEHTaLMW NauueHTa um
3aBepsieTcsl Noanucbio MeaMUMHCKOro paboTHMKA M 3aBedytlollero oTAernieHnem (OTBETCTBEHHOMO AEXYPHOro Bpava Wnu
APYroro ynorHoMo4YeHHoro nuua).

28. MegnumHcknii paboTHMK MEOMLIMHCKOW OopraHM3aunmy (ee CTPYKTYPHOrO noapasfeneHnst), pacrnonoXeHHOW B CEMNbCKOM
HaCceneHHOM MyHKTE, OCYLLUEeCTBMSET Ha3Ha4YeHUe INEeKapCTBEHHbIX MpenapaTtoB B CriyyasiX, yKasaHHbIX B MyHKTax 27 u 29
HacTosulero [Nopsaka, eaMHONUYHO.

29. MNo peweHunto Bpaqe6H017| KOMUCCUN NMauneHTamM npun okasaHnn v MEAMLMHCKON NOMOLLM B CTaUuMOHApPHbIX YyCNOBUAX
Ha3Ha4YakwTCA JeKapCTBeHHble npenapartbl, HE BKIO4YEeHHble B nNepe4vYeHb >XWU3HEeHHO HeO6XOJJ,VIMbIX N BaXXHENLLMX
NNeKapCTBEHHbIX Npenaparos, B Cliy4ae X 3aMeHbl n3-3a I/IHﬂI/IBI/I,D,yaJ'IbHOIZ HenepeHoCMMOCTHU, NO XKXN3HEHHbIM NOKa3aHUAM.

PelueHne BpayebHOM kKOMUCCUN PUKCUPYETCA B MEAMLIMHCKON OOKYMEHTaUMN NaumeHTa 1 XypHane BpadyebHon kommccuu,
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30. B cny4yadax chne,qosava n rnedeHuna rpaxgaHunHa B CTauMOHapHbIX YCIOBUAX B paMKax npeaoctaBlieHnA
MEONLUNHCKMX YCIyr Ha BO3ME3HON OCHOBE 3a CYET JINYHbIX cpeacTB rpaxpad, cpencts ropnagny4ecknx nmu n nHbiX cpeancTB Ha

OCHOBaHWW [0roBOpa, B TOM 4YMCrie [0roBopa [06pOBOMbLHOT0 MEAMLIMHCKOrO CTpaxoBaHusalt | emy MoryT 6biTh HasHaueHb

NeKapCTBeHHblIe npenapartbl, He BXoadAllne B nepe4vyeHb XM3HEHHO HeO6XOD,I/IMbIX 1 Ba)KHEMNLINX NeKapCTBEeHHbIX npenapatos,
€CIn X Ha3Ha4vyeHune n npuMmeHeHne O6yCJ'IOBJ'IeHO MeaANUNHCKMMU NOKa3aHUAMMN.

16 MocraHoenenve Mpasutensctea Poccuiickon Penepaumn ot 4 oktabpa 2012 . N 1006 "O6 yteepxaeHun [pasun

NPENOCTaBNEeHNs MEAVLIMHCKMMY OpraHvM3aumnsMuy nnaTHblX meauumHckmx yenyr" (CobpaHue 3akoHogaTtenbcTBa Poccuinckon
depepauun, 2012, N 41, c1.5628).

. HASBHAYEHUE NIEKAPCTBEHHbIX NMPENAPATOB NPU OKA3AHUMN I'IEEBVI‘—IHOVI MEDMISO-CAHVITAPHOVI
nomoLin, CKOpom MEAMLIMHCKOU NOMOLLKX U NATTNMMATUBHOU MEAULUMHCKOU NMOMOLLA

31. lNpun okasaHUM NEpPBUYHON MEAMKO-CAHUTAPHOW MOMOLLM U ManfinaTtUBHOM MEOULMHCKON MOMOLM B aMOynaTopHbIX
YCINOBUSIX Ha3Ha4YeHMe IeKapCTBEHHbIX NpernapaToB OCYLIECTBMAAETCS MEAUUMHCKMM paboTHUMKOM B CryvyasX TUMNUYHOMO
TeyeHus 3aboneBaHnsa NnaumeHTa CX0Aa U3 TSHKECTU M xapakTtepa 3abonesaHus.

32. HasHaueHne NNeKapCTBEHHbIX npenapartoB Mo peleHunto Bpaqe6H0171 KOMUCCUnN npun okKkasaHuu I'IepBM‘-IHOﬁ mMenunko-
CaHMTapHOVI NOMOLLM, NannIMaTMBHON MEOULVNHCKOW MOMOLLM B aM6ynaTopr|x yCnoBuAax npon3BognTCcAd B Cliyydasax:

1) OQHOBPEMEHHOro HasHauyeHWUsi OAHOMY MauMEHTY NATU U Gornee NEKapCTBEHHLIX NMpPenapaToB B TEYEHUE OOHMX CYTOK
WN CBbILLIE AECATM HAUMEHOBAHMWI B TeYeHUe TpUaLaTh AHEN;

2) Ha3Ha4YeHUs NekapCTBEHHbIX MpenapaToB MpU HETUMUYHOM TeyeHWM 3aboneBaHusi, HamM4YMM OCIOXHEHUA OCHOBHOIO
3aboneBaHmMs M (UNK) COMyTCTBYHOLUMX 3aboneBaHWi, NpU Ha3HaA4YeHUW JEeKapCTBEHHbLIX MNpenapaToB, OCOGEHHOCTU
B3aUMOJENCTBAS M COBMECTUMOCTM KOTOPbIX COMMAacCHO WHCTPYKUUSIM MO WX MPUMEHEHUIO MPUBOOAT K CHWDKEHUIO
apdekTMBHOCTN M 6E30MacHOCTM NeYeHus nauueHTa 1 (Mnm) co3garT MOTEHUManbHY OMacHOCTb AN XKWU3HU U 340POBbS
naumeHTa;

3) NepBUYHOIO0 Ha3Ha4eHuA nauneHTy HaPKOTUYECKMX U NCUXOTPOMHbIX J1IeKapCTBEHHbIX npenapartoB CNUCKOB v
@peqHﬂ (B crniydae npuHATUA pykosogutTenem MEANLNHCKOMN opraHmsaunm peweHna o HeO6X0,EI,VIMOCTVI corinacoBaHuA
Ha3Ha4YeHnA Takmnx nekapCTtBeHHbIX npenapaTtoB C Bpaqe6H0|7| KOMI/ICCI/IeIZ).

33. lNMoBTOpHOE Ha3HayYeHWe HapPKOTUYECKUX WU MCUXOTPOMHBLIX flekapCTBeHHbIX npenapatoB cnuckos |l u [l Mepeynsa
NPoOn3BOANTCA MEOULUNHCKMM PabOTHUKOM CaMOCTOATENbHO UM e4uMHONUYHO 6e3 yyactusa BpayebHOM KOMUCCHMM NaumMeHTam ¢
BblpaXXE€HHbIM 6O0NeBbiIM CUMHOPOMOM NOOOr0 reHesa, HapylweHWeM CHa, CYLOPOXHBIMW COCTOSHUAMMW, TPEBOXHBIMU
pacctponcTeamu, pobmsiMm, NCUXOMOTOPHBIM BO3BY>KOEHNEM.

34. Mpw oKa3aHWN CKOPOW MEAMLMHCKOW NMOMOLLUM NEeKapCTBEHHbIE NpenapaTtbl HasHa4YalTCs MeaAUUMHCKUM paboTHUKOM
Bble3aHoON Gpuragbl CKOPOW MOMOLUM, MEAUUMHCKMM PaBGOTHMKOM MEAULMHCKOM OpraHv3aumu mnpu okasaHuvM MeaULIMHCKOM
MoMoLLM rpaxkgaHam npu 3aboneBaHusiX, HECHACTHBIX Crlyyasix, TpaBmax, OTPaBMEHUSX U OPYrMX COCTOSHUSIX, Tpebyrowmx
CPOYHOTO MEAULIMHCKOIO BMELLaTENbCTBa.

IV. HASBHAYEHUE NEKAPCTBEHHbIX MPEMAPATOB NPAXXOAHAM, UMEIOLLMM NPABO HA BECNNATHOE
NONYYEHUE NEKAPCTBEHHbIX MPEMAPATOB UITU NONYYEHUE NEKAPCTBEHHbIX MPEMAPATOB CO
CKMOKOW, NPU OKA3AHUU NEPBUYHOWN MEOUKO-CAHUTAPHOMN MOMOLLIU

35. Tpn okasaHUM NEPBUYHON MEAMKO-CAHUTAPHON MOMOLUM Ha3Ha4YeHNne MEeOUUMHCKMM paboTHMKOM Ha OCHOBE
KMUHUYECKUX PEeKOMEHOAaLMA U C y4eTOM CTaHOapTOB MEAMLMHCKOW NMoMowmlT nekapcTBEHHbIX MpenapartoB, OTMyCKaeMblX

GecnnaTHO UM CO CKUAKOW, rpaxaaHam, MMelow MM npaBo Ha obecneyeHne nekapCTBEHHbIMU rnpenapaTtaMu 3a cYeT CpeacTB
OlomKETHBIX acCUrHOBaHWIA dhedeparnbHoro dtomketa n GrogxkeToB cybbektoB Poccuiickonn degepaunmn, OCyLIECTBSETCS Ha
peuentypHoMm 6naHke N 148-1/y-04(n).

17 Cratba 37 depnepansHoro sakoHa N 323-®3 (CobpaHue 3akoHomatenscTea Poccuiickon ®enepaumn, 2011, N 48,
cT.6724; 2021, N 27, c1.5186).
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Mpu odhopmneHun peuenta Ha 6naHke dhopmbl N 148-1/y-04(n) Ha GymaxkHOM HocuTene odOpMNATCA ABa 3K3eMNnsapa,
OOWH M3 KOTOPbIX OCTAETCS B anTe4YHOW OpraHn3aLmmn, BTOPON - B MEQULIMHCKON AOKYMEHTaLMn nauueHTa.

36. lNpaBo HasHayaTb IEKapCTBEHHblE MpenapaTtbl rpaxgaHaMm, WMelWwuM npaBo Ha GecnnaTtHoe nonyyYeHue
neKapCTBEHHbIX NpernapaToB UK NoMy4YyeHne nekapcTBEHHbIX NpenapaToB CO CKUAKOW, Takke UMELOT:

1) meauumHckme paboTHMKKM, paboTarwme B MEOMLMHCKOM OpraHvM3auumn no COBMECTUMTENbCTBY (B Mpedenax CBoen
KOMMNEeTEHLUUN);

2) MeauumHckue paboTHUMKM CTauMOHApHbIX OpraHu3auui couuanbHOro O6CMYXMBaHUS MPU HanMuMKU NIMLEH3MM Ha
OCYLLECTBMNEHNE MEOMLIMHCKON AeAaTensHOCTMlE | npegycmarpuBalolien BbinornHeHne paboT (oKasaHue YCnyr) rno okKasaHuio
NnepBUYHON MEMKO-CaHUTaPHOW NOMOLLIM B amBynaTopHbIX YCIOBUSAX (HE3aBUCMMO OT BEAOMCTBEHHON NPUHAAMNEXHOCTH);

18 OyHkT 46 yactn 1 cTathun 12 denepansHoro 3akoHa N 99-03 (CobpaHue 3akoHomaTtenbcTBa Poccuiickoin denepauuu,
2011, N 19, c1.2716; 2021, N 27, c1.5159).

3) MeauuMHCKMe pPabOoTHUKM MEAMUMHCKMX OpraHu3auui, oKasbiBaloWMX MepBUYHYI0 MELMKO-CaHUTapHY MOMOLLb,
NoABEAOMCTBEHHbIX dhedepanbHbiM opraHaM MWCMOSHWUTENbHON BRAacTW UMW opraHam MCNOMHUTENbHOM BRAacTU CyObekToB
Poccuinckon ®enepaumu;

4) vHaMBMAyanbHble MPearnpuUHMMAaTENy, OCYLLECTBASIOWNE MEAVUUMHCKYIO AesiTeNbHOCTb W BKMIOYEHHbIE B peecTp
MELMLMHCKMX OpraHn3aLuii, OCyLLECTBSIOWUNX AesTeNbHOCTL B cdhepe 06s13aTenbHOro MeanLMHCKOro CTpaxoBaHus.

37. MNpu HasHayeHUM neKapCTBEHHbIX MpenapaToB rpaxaaHaMm, MMelWwyM npaBo Ha OGecnnaTHoe mnonyyYeHue
nekapCTBEHHbIX MpenapaToB WM MOMyYeHUe NeKapCTBEHHbIX MpernapaToB CO CKUAKOW, B peuenTe yKasbiBaeTcs Homep
TernedoHa, Mo KOTOPOMY PabBOTHUK anTeyYHOW opraHuM3aumMu fnpu HeobXOoAMMOCTM MOXET COrfacoBaTb C MEAULMHCKMM
paboTHNKOM 3aMeHy NeKkapCTBEHHOTO NpenapaTa.

38. HasHayeHne HapKOTUYECKMX W MCUXOTPOMHbLIX NEKapCTBEHHbIX npenapatoB cnucka |l MepevHa (3a UcknoYeHuem
nekapcTBeHHbIX MpenapatoB B BUAE TpaHcOepMarbHbIX TepaneBTUYECKUX CUCTEM, a TakkKe neKapCTBEHHbIX npenapaTos,
cofepXalux HapKoTUYecKoe CPeacTBO B COMETaHUM C aHTaroOHUCTOM OMMOUAHbLIX PELLEnTOPOB) rpaxaaHam, UMeLoLWM nNpaBo
Ha ©GecnnatHoe nonyyeHWe neKapcTBEHHbIX MpenapaToB WM MOMYyYeHUs FfeKapCTBEHHbIX MpenapatoB CO CKUOKOMW,
OCyLLecTBNsieTCs Ha peuenTypHom 6naHke chopmbl N 107/y-HIM, Kk koTopoMy [AOMNOMHUTENBHO OdpopMnsieTcss peuenT Ha
peuenTypHom bnaHke chopmbl N 148-1/y-04(n) (B ABYX aK3emnnspax npu ohopmneHnun Ha BymaxHom HocuTene).

39. HasHayeHne HapKOTUYECKMX W MCUXOTPOMHbIX JEeKapCTBEHHbLIX MpenapatoB cnucka |l [epeyHa B Buae
TpaHcaepMarbHbIX TepaneBTUYECKUX CUCTEM, HAPKOTMYECKUX NeKapCTBEHHbIX npenapatoB cnucka |l MepeyHs, coaepxalmx
HapKOTMYeCKoe CPeACTBO B COYETAHMM C aHTAaroHUCTOM OMUOWAHLIX PELEenTOpPOB, NCUXOTPOMHbIX NEKApCTBEHHbIX NpenapaToB
cnucka Il MepeyHd, nekapCTBEHHbIX MpenapaToB, BKMAOYEHHbIX B nepedveHb MNKY, cogepxawmxca B noanyHkTe 2 nyHkta 11
HacTodulero Mopgaka, npegHa3HadYeHHbIe AN NeYeHus rpaxaaH, UMeroLwnx npaBo Ha becnnartHoe nonyyeHne nekapcTBEHHbIX
npenapaToB WInu MoMnyvyeHne NeKapcTBEHHbIX MpenapaTtoB CO CKMAKOW, OCYLLIECTBMSETCS Ha peuenTypHbix GraHkax dopm N
107-1/y n N 148-1/y-88, k KOTOpbIM OOMNONMHUTENBHO 0POPMISAETCS peLenT Ha peuenTypHoM bnaHke chopmbl N 148-1/y-04(n) (B
OBYX 3K3emnnsipax npu oopmrneHmmn Ha GymaxHOM HocuTene).

MpunoxeHue N 1

K Mopsaaky Ha3HavyeHus
neKapCcTBEeHHbIX NpenapaTos,
yTBEepPXAEeHHOMY NMPUKa3oMm
MuHucTepcTBa 34paBoOOXpaHEeHUs
Poccuinckon ®epgepaummn

oT 24 Hos6psa 2021 roga N 1094H

KONMNYECTBO HAPKOTUYECKUX CPELOCTB UJTN MCUXOTPOINHbIX BELLWECTB, KOTOPOE MOXET BbiTb
BbINMMCAHO B OAHOM PELIENTE
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N n/n MexgyHapoaHoe HenaTeHTOBaHHOE HaMMeHOBaHWe dopma BbInycka n Konuuyectso
HapKOTUYECKOTrO U MCUXOTPOMHOIO NeKapCTBEHHOMO [o3MpoBKa
npenapata
1. BynpeHopduH+HanokcoH TabneTku cybrmHreaneHble 60 Tabnetok
0,2mr+ 0,2 mr (ynakoBka, kpaTHasi
N 20)
2. BynpeHopduH PactBop Ona uHbekuun, 30 amnyn
0,3 mr/mn 1 Mn (wnpwuu-TrOGUKOB)
3. BynpeHopduH TpaHcaepmanbHbIi
nnacTbipb
35 mkr/yac 20 nnacTblpen
52,5 mkr/yac 10 nnacTbipen
70 mkr/uac 5 nnacTbipen
4, MopdumH PactBop Ona uHbekuun, 20 amnyn
pacTBop Ans NOAKOXHOro (wnpwuu-TrOGUKOB)
BBEAEHUS
10 mr/mn 1 mn
5. Kopenn+MopdumH+HockanuH+anasepuH+TebanH PacTtBop Ans NogKOXHOro 20 amnyn
BBEEHUS
0,72+5,75+2,7+0,36+0,05
mr/mn 1 mMn
1,44+11,5+5,4+0,72+0,1
mr/mn 1 mn
6. TpumenepunauH Tabnetku 25 mr 50 Tabnetok
7. TpumenepunauH PactBop Ansa nHbekuni
10 mr/mn 1 mn 20 amnyn
(wnpwuu-TrOOUKOB)
20 mr/mn 1 mn
8. MopdumH Tabnetku (kancynbl)
NPONOHrMPOBAHHOIO
gencreusa
10 mr 180 Tabnetok
(kancyn)
30 mr 60 TabneTok
(kancyn)
60 mr 40 Tabnetok
(kancyn)
100 mr 20 TabneTok
(kancyn)
200 mr 20 tabnetok
(kancyn)
9. MopdurH TabneTku
5wmr 100 TabneTok
10 mr 100 TabneTok
10. MopdumH Kannu gnsa npvema BHyTpb
20 mr/mn 20 mn 4 cbnakoHa
1. MopdoumH PacTtBop ons npuema
BHYTPb (MOHOA03bI)
2 mr/mn 5 mn 100 amnyn n/a
6 mr/mn 5 mn 80 amnyn n/a
20 mr/mn 5 mn 30 amnyn n/a
12. OkcunkogoH+HarnokcoH TabneTtku
NPONOHIMPOBAHHOIO
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Ctpanuua 14

CnpaBoyHo

nencTeus
5 mr+2,5 mr 100 TabneTok
10 mr+5 mr 60 TabneTok
20 mr+10 mr 40 Tabnetok
40 mr+20 mr 20 TabneTok
13. MponMoHNNEHNNITOKCUITUNNUNEPUANH Tabnetku 3aievHble 20 Mr 50 Tabnertok
14. deHTaHun MnacTbipb
12,5 MKr/yac 20 nnacTbipen
25 mkr/vac 20 nnacTtblpen
50 mkr/yac 10 nnacTbipen
75 mkr/yac 10 nnacTbipen
100 mkr/vac 10 nnacTbipen
15. deHTaHnn Cnpeli HazanbHbIN
®nakoH 50 mkr/gosa
2,0 mn (10 pos) 24 cbnakoHa
3,2 mn (20 go3) 12 donakoHoB
5,0 mn (40 go3) 6 donakoHoB
dnakoH 100 mkr/no3a
2,0 mn (10 go3) 12 donakoHoB
3,2 mn (20 go3) 6 donakoHoB
5,0 mn (40 po3s) 3 chnakoHa
dnakoH 200 mkr/gosa
2,0 mn (10 go3) 12 donakoHoB
3,2 mn (20 go3) 6 donakoHoB
5,0 mn (40 po3) 3 chnakoHa
MpunoxeHune N 2
K Mopsaaky Ha3HavyeHus
JIeKapCTBEeHHbLIX nNpenapaTos,
yTBEepXAeHHOMY NPUKa3oMm
MuHucTepcTBa 3apaBoOXpaHeHUs
Poccuinckon ®epepaummn
oT 24 Hos6psa 2021 ropa N 1094H
PEKOMEHOOBAHHBIE K UCIMOJNIb3OBAHNIO COKPALLEHUA NPU OPOPMITIEHMX PELENTOB
N n/n CokpalieHue lMonHoe HanucaHwne Mepeon
1. aa ana no, NOPOBHY
2. ac., acid. acidum Kucnota
3. aer. aerozolum aspos3orb
4. amp. ampulla amnyna
5. aq. aqua BoAda
6. aq. purif. aqua purificata BOAa OuYMLLEHHas
7. but. butyrum macno (TBepgoe)
8. caps. capsula Kancyna
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Mopsiaka 0hopMIEHNs yka3aHHbIX BaHKOB, MX y4eTa U XpaHeHUsi, popmM BriaHKOB PeLenToB, CoAEpXKaLLUMX HasHa4YeHNe
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9. comp., cps compositus (a, um) CNOXHbIN
10. D. Da (Detur, Dentur) Boigawn (MycTb BblgaHo,
MycTb OyaeT BblgaHo)
11. D.S. Da, Signa Bobigan, 0603Haub
Detur, Signetur MycTb 6yner BbigaHO,
0O603HaveHo
12. D.t.d. Da (Dentur) tales doses Boigan (Myctb 6yayT
BblaHbl) Takme A03bl
13. dil. dilutus pasBefeHHbIN
14. Div. in p. aeq. Divide in partes aequales Pa3genu Ha paBHble YacTu
15. emuls. emulsio 3AMynbCus
16. extr. extractum 3KCTPAKT, BbITSXKA
17. in enem. in enemas B MUKPOKIIM3Max
18. F. Fiat (fiant) MycTb obpa3syetcs
(obpasytotcs)
19. gran. granulum rpaHynbl
20. at., gtt gutta, guttae Kanng, kannu
21. gtt. peror. guttae peroralis Kannu ons npyema BHyTpb
22. inf. infusum HacTom
23. in amp. in ampullis B amnynax
24, in tab. in tab(u)lettis B Tabnetkax
25. in tab. prolong. in tab(u)lettis prolongatis B Tabnertkax ¢
NPONOHIMPOBAHHbLIM
BbICBOOOXOEHUEM
26. in tab. prolong. obd. in tab(u)lettis prolongatis obductis B TabneTtkax ¢
NPONOHIMPOBaHHbIM
BbICBODOXEHMEM, NMOKPbITHIX
obonoykon
27. in tubul. in tubulis B ToBukax
28. lin. linimentum NUHUMEHT
29. lig. liquor KWOKOCTb
30. lot. lotion NOCbOH
31. m. pil. massa pilularum nunonbHas macca
32. membr. bucc. membranulae buccales NAEHKM 3aLleYHble
33. M. Misce, Misceatur Cwmewan (MycTb Oyget
CMeLlaHo)
34. mixt. mixtura MUKCTYpa
35. N. numero Yncnom
36. ol. oleum Macrno (kugkoe)
37. past. pasta nacta
38. pil. pilula, pilulae NUIIONS, NUAN
39. p. aeq. partes aequales paBHble YacTu
40. ppt., praec. praecipitatus oCaXaeHHbIN
41. pulv. pulvis MOPOLLIOK
42. qg.s. quantum satis CKOnbKO notpebyercs,
CKOMbKO Hago
43. r., rad. radix KOpeHb
44, Rp. Recipe Bosbmun
45, Rep. Repete, Repetatur Moetopwm (IMycTb Byget
NMOBTOPEHO)
46. rhiz. rhizoma KOpHeBuLLEe
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47. S. Signa, Signetur 0O60o3Haub (MycTb bynet
0603HayeHo)
48. sem. semen cems
49. simpl. simplex npocTown
50. Sir. sirupus cupon
51. sol. solutio pacTteop
52. spr. spray cnpen
53. Spr. nas. spray nasale cnpewn HasanbHbIN
54. supp. suppositorium cBeyva, Cynno3nTopun
55. susp. suspensio CYyCMeH3us, B3BECh
56. tab. tab(u)letta Tabnetka
57. t-ra, tinct. tinctura HacTovka
58. tubulis tubulis THOOMKM
59. STT Systema TpaHcaepmanbHas
Therapeutica TepaneBTu4yeckas
Transcutanea Cuctema
60. ung. unguentum Masb
61. vitr. vitrum CKNSAHKa
NMpunoxeHune N 2
K NpUKa3y MMHMCTE%CTBa 3ApaBoOXpaHeHusA
occuuckou depepaumm
oT 24 Hosa6psa 2021 ropga N 1094H
POPMA PELENTYPHOIO BJTAHKA N 107-1/Y
MuHucTepcTBo Kog dpopmbl no OKY[
30paBOOXpaHEHMs
Poccuiickoi
depepauun
Koga yupexaeHus no OKMNO
MeauuuHckas AoKyMeHTauus
HanmeHoBaHve dopma N 107-1/y
(wramn)
MeOULIMHCKON
opraHusaumm
YTBepxaeHa npmkasom
HanmeHoBaHve MuHncTepcTBa 3apaBooxpaHeHus Poccuickon degepaumm
(wTamn) oT 24 Hos6psa 2021 roga N 1094H
WHAMBUAYaNbHOro
npegnpuH1UMaTens

(ykasatb agpec,
HoMep 1 aaty
NNLIEH3NN,
HavMeHoBaHue
opraHa
rocygapcTBeHHom
BracTu,
BblAaBLUEro
NNLUEH3MIO)
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Mopsigka ocopmneHns ykasaHHbIX 6raHKoB, UX yyeTa n xpaHeHusi, popm 6naHKoB peLenToB, CoAepXKallmx HazHaveHve

HapKOTUYECKNX CPEACTB WUIN NCUXOTPONHbIX BeLLEeCTB, [opsaka nx U3roToBneHns, pacnpeneneHns, perncTpaumnm, y4eta n XxpaHeHus,

a Takke MpaBun ocopmneHns GnaHkoB peLenTos, B TOM Y1cre B hOpMe 3MNEeKTPOHHbIX JOKYMEHTOB
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PELUENT
(B3poOCHnbI, OETCKUI - HY)KHOE NOOYEPKHYTH)
" " 20 r.
damunus, uHMLmansl UMeHN 1 oTYecTBa (NocrnegHee - Npu HanmM4umm)
nawuumeHTa
[arta poxaeHus
damunus, nHUUKManNb UMEHM U OTYECTBa (NocregHee - Npu Hann4mn)
nevaiiero Bpaya
(benbawepa,
aKyLlepKm)
py6.|kon.| Rp.

py6.|kon.| Rp.

py6.|kon.| Rp.

Moanuceb M.IT.
n nevatb
nevawlero Bpaya
(nognuck
denballepa,
akyLuepKku)
Peuent ( )
JEeNCTBUTENEH B
TeyeHue 60 gHewn, oo
1 ropa
(HyxHoe (ykasaTb KonnyecTBo AHEN)
NoaYepKHYTb)

O6opoTHas cTopoHa

OTmMeTKa 0 Ha3Ha4YeHUn NekapCTBEHHOTO
npenapata no peLUeHnio BpadeGHoM KoMuccum

Mpurotosun | Mposepun | OTtnyctun |

®OPMA PELIENTYPHOI'O BJIAHKA N 148-1/Y-88

MuHncTepcTBO Kog dopmel no OKY[1 3108805
30paBOOXpaHEHs
Poccuiickoi
denepaumu

MegamumHckas [OKyMeHTauums!
HanmeHoBaHue
(wtamn)
MeOULIMHCKON ®opma N 148-1/y-88
opraHusaumu
HavnmeHoBaHue YTBepxaeHa npukasom MuHuctepcTsa
(wtamn) 30paBooxpaHeHus Poccuickon
WHOVBWUAYANbHOMO depnepauun
npeanpuHumarTens oT 24 Hos16pst 2021 roga N 1094H

(ykasaTb agpec,
HOMep v aaTy
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Mopsigka ocopmneHns ykasaHHbIX 6raHKoB, UX yyeTa n xpaHeHusi, popm 6naHKoB peLenToB, CoAepXKallmx HazHaveHve

HapKOTUYECKNX CPEACTB WUIN NCUXOTPONHbIX BeLLEeCTB, [opsaka nx U3roToBneHns, pacnpeneneHns, perncTpaumnm, y4eta n XxpaHeHus,

a Takke MpaBun ocopmneHns GnaHkoB peLenTos, B TOM Y1cre B hOpMe 3MNEeKTPOHHbIX JOKYMEHTOB
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nMuUeH3uu,
HauMeHoBaHWe
opraHa
rocygapcTBeHHOW
BNacTu, Bbi4ABLLETO
NNLEH3UIO)

PELIENT " 20 -

(naTa ocbopmneHus peuenTta)

(B3pOCnbIN, OETCKUI - HYXXHOE NOAYEPKHYTb)

damunus, MHMUMans UMEHU M OTYeCTBa (MoCneaHee - MPU Hanuunm)
nauueHTa
[ata
poxaeHus
Anpec mecta xuTtensctea unv N MeguLUHCKON kKapTbl amBynaTopHOro nauueHTa, nonyyarLLero MeaMLMHCKYHO

nomoulb B aM6ynaTopr|x
ycnoBuax

damunus, nHuUmManbl UMEHU 1 0TYeCTBa (NoCneaHee - MPY Hanuyum)
nevaulero Bpaya (denbawepa,

aKyLuepku)

Py6. Kon. Rp:

Mognuck 1 nevatb nevatlero M.I.
Bpava

(noanuce chenbaluepa,

aKyLuepkw)

PeuenT genctButeneH B TeyeHne 15 gHen

O6opoTHasi cTopoHa

OTmeTKa 0 Ha3HaYeHUN NeKapCTBEHHOTO
npenapara no peLieHnto BpayebHon Kommuccum

Mpurotosun | Mpoeepun | Ortnyctun

®OPMA PELUENTYPHOI'O BITAHKA N 148-1/Y-04(I1)

MuHucTepcTBO 3apaBooxpaHeHus Poccuiickon MECTO AJ1A WTPUXKOOA* YTBEPXOEHA
depnepaumn npukasom MuHMUCTepcTBa
30paBOOXpaHeHUs Poccuiickon ®enepaumm

oT 24 Hos6ps 2021 roga N 1094H

Luiramn L1 ] 1 ]
Kon
MeLMUMHCKOW opraHm3auum

Liiramn L1 ] 1]
Kon
WMHAMBMAYANbHOro NpeanpuHMmMaTens

Kog cdpopmel no OKY[1 3108805
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HaPKOTUYECKVX CPEACTB UMW NCUXOTPONHbIX BELECTB, [opsiaka nxX U3roTOBNEHMS, pacripeneneHuns, perucTpaumnm, yueTta u XxpaHeHus,

a Takke MpaBun odopmneHnst 6riaHKoB peLenToB, B TOM Yucre B OpMe 3NEKTPOHHbIX AOKYMEHTOB
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®opma N 148-1/y-04(n)

Kog kaTteropuu rpaxaaH Kop, Hosonorunyeckom
dopmbl (Mo MKB)

PELIENT Cepus N Oata
odhopMIeHus:

damunus, nHULManbl UMeHN N OT4YeCTBa (nocne,D,Hee - npu HaJ'II/I‘-II/II/I)

nauueHTa

NcTouHMK % onnatbl: (NoAYEPKHYTb)
dmHaHCcMpoBaHWS: 1. becnnartHo
(nogyepkHyTb)

1. ®epepanbHbin 6opxeT | 2. 50%

2. Bropxet cybbekTa 3. nHon %
Poccuiickon ®eaepaumm

3. MyHuumnaneHbIn
Oromxket

20 r.

[arta
poXaeHus

CHUNC

N nonuca
obszatens-
Horo
MeaunuUnH-
CKOro
cTpaxoBa-
HUS:

Homep MeamumMHCKoN KapTbl NauveHTa, Nnony4YarLero MeauLMHCKYo NoMOLLb B aMBynaTopHbIX

YCroBUsIX

damunms, nHULManNbl UMEHU 1 OTYECTBa (NocnegHee - Npu Hanu4mn)

nevaulero Bpaya (penballepa, akyLepku)
Py6. Kon. Rp:
D.td.
Signa:
Mognunceb 1 neyaTb nevawlero Bpaya
(mognuck cenbaliepa, akyLIepKu)

M.,

PeuenTt gencreuteneH B TeveHne 15 gHen, 30 gHen, 90 aHen (HY>KHOE NOAYEPKHYTb)

----------- (8anonHseTcs cneumanmMcToM anTeYHOM OpraHmM3aumm) - - - - - = - = - - - -

OTnyLLEHO NO peLenTy:

ToprOBoe HanMeHOoBaHne U 4o3npoBKa:

Hata otnycka: " " 20 r.

KonunyectBo:

Mpurotosun:

Mposepun: Otnyctun:

----------- (NMWHKSa oTpbIBA) - - - - - - - - - - - -

Kopelwuok peLenTtypHoro bnaHka
HanmeHoBaHve JNIeKapCTBEHHOro npenapara:

[osupoBka:

Cnocob npumeHeHus:
MpoOomKkMTenNbHOCTbL
aHen

KonunuyecTBo npvemoB B AeHb:
pas

Ha 1 npuewm:
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Mopsigka ocopmneHns ykasaHHbIX 6raHKoB, UX yyeTa n xpaHeHusi, popm 6naHKoB peLenToB, CoAepXKallmx HazHaveHve

HapKOTUYECKNX CPEACTB WUIN NCUXOTPONHbIX BeLLEeCTB, [opsaka nx U3roToBneHns, pacnpeneneHns, perncTpaumnm, y4eta n XxpaHeHus,

a Takke MpaBun ocopmneHns GnaHkoB peLenTos, B TOM Y1cre B hOpMe 3MNEeKTPOHHbIX JOKYMEHTOB
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en.

*B Clny4ae N3roToBrieHna peuenTtypHoro GnaHka ¢ ncrnonb3oBaHNEM KOMMbKOTEPHbIX TEXHOMNOINMN.

O6opoTHas cTopoHa

OTmMeTKa 0 HasHa4YeHUN NekapCTBEHHOro
npenapaTta no peLleHunto BpadebHon Kommcecnm

Mpurotosun Mposepun Otnyctun |

MpunoxeHne N 3

K NpuUKasy MMHMCTG%CTBa 34paBoOXpaHeHus
occumnckon Pepepaummn

oT 24 Hosa6psa 2021 roga N 1094H

NOoPAAOK O®OPMINEHUA PELENTYPHbIX BIAHKOB HA NNEKAPCTBEHHbBIE MPEMAPATbI, UX, YHETA U
XPAHEHUA

. O®POPMINEHUE PELEENTA HA BYMAXXHOM HOCUTENE

1. Ha peuentypHbix 6naHkax ¢gopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n1) B NeBOM BEPXHEM YINy MPOCTABMSAETCS
WTamMn MeAWLMHCKOW opraHuM3aumMM C yka3aHMeM ee HauMeHOBaHus, agpeca u TenedoHa € Oaton BbINUCKU (OaTtown
odhopMneHust) peLenTa Ha NeKapCTBEHHbIN Npenapar.

JononHutensHO Ha peuentypHom OnaHke cdopmbl N 148-1/y-04(n) npocTaBnsieTcs Ko4 MeOULMHCKOW OpraHmsauum B
cooTBeTcTBUM ¢ OCHOBHbIM FOCY0ApPCTBEHHBLIM PEMMCTPALMOHHLIM HOMepoMm (ganee - OIPH).

Cepussi peuentypHoro 6naHka chopmbl N 148-1/y-04(n) Bknwoyaer kop cybwekta Poccuiickon ®epepauun,
COOTBETCTBYIOLMA OBYM nepBbiM  undpam  OOLlepoccuinckoro  knaccucdukartopa oObekTOB — aAMUHWUCTPRATMBHO-
TepputopuanbHoro Aenexnusa (ganee - OKATO).

Paspewlaetca wuarotaBnuBatb peuentypHble OnaHkm copmbl N 107-1/y n dopmbl N 148-1/y-04(n) ¢ nomoLlblo
KOMMbIOTEPHbLIX TEXHOMOIMMMA.

PeuenTypHble 6nankn dopmbl hopmbl N 148-1/y-88 M3rotaBnmBaroTCa UCKMOYUTENBHO TUNorpadckum cnocobom™,

* TekcT OOKYMeHTa COOTBETCTBYET opurmHany. - I'Ipmvleanme narotoButens 6a3bl AaHHbIX.

2. Ha peuentypHbix GraHkax, oopMisieMbliX WHAWBUAYaNbHbEIMA MNPEANPUHUMATENAMU, WMEIOWMMI TNULEH3UIO Ha
MeOMLMHCKYI0 AesiTeNlbHOCTb, B BEPXHEM NEBOM YNy TuUnorpadckum crnocobom unm nyTeM MpOCTaBfEHUs LWTamna AOMMKEH
OblTb YKa3aH afgpec MHAMBUAYaNbHOro NpeanpuHMMaTens, HOMep 1 aaTta MUeH3un, HaMMeHOBaHWe opraHa rocy4apCTBeHHON
BIaCTW, BblOABLLETO JIMLEH3UIO.

3. PeuentypHble 6naHku chopm N 107-1/y, N 148-1/y-88 n N _148-1/y-04(n) 3anonHaTCA MEOULUHCKMM pabOoOTHUKOM
YepHUNamMmn UnNm LWapuKoBON PYyHKON.

4. [onyckaeTcs ocopMreHMe BCeX PEKBU3UTOB (3a UcKnoveHuem peksusuTta "llognucbk nevailero Bpaya (MOANUCH
denbaLepa, akylepku") peLenTtypHbix 6naHkoB dhopmbl hopmbl N 107-1/y, chopmbl N 148-1/y-88 n chopmbl N 148-1/y-04(n) ¢
MCnonb3oBaHMEM nevaTaroLmnx YCTPOUCTB®.
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* Tekct OOKyMeHTa COOTBETCTBYET OpuruHany. - I'IpmmeanVle narotoBuTens 6asbl OaHHbIX.

5. OpopmneHue peuenTypHbix 6naHkos chopmbl N 148-1/y-04(n) BkNtovaeT LMcpoBOe KOAUPOBAHUE.

LincbpoBoe koamnpoBaHMe ykasaHHbIX peLenTypHbIX 6r1aHKOB BKMHOYaET:

1) kog meamumHckon opraHmnsaumm (OFPH) nnn kog nHanBMAyansHOro nNpeanpuHumartens B cooTBeTCTBUM ¢ OCHOBHbIM
rocygapCcTBeHHbIM pPerncTpaumoHHbIM HOMEPOM MHAMBUAYanbHOro npeanpuvHumatens (ganee - OFPHUIT), npocTtaBnsembii
NP1 N3roTOBMEHNUM peLenTypHbIX GNaHKoB;

2) Kop, KaTeropmm rpaxgaH, MMerLmMX NpaBo Ha NonydYeHne NekapCTBEHHbIX MpenapaTtoB B COOTBETCTBUM CO cTaTben 6.1
PenepanbHoro 3akoHa ot 17 mona 1999 . N 178-d3 "O rocynapCTBEHHON coumanbHon nomolm”l | u kog Ho3onormyeckon

dopmbl Mo MexayHapoaHOW CTaTUMCTUYECKOW Kraccudmkaumn GonesHer v npobnem, CBA3aHHbIX €O 3aopoBbeM (10-n
nepecmotp) (nanee - MKB), 3anonHsemMble nevalum Bpayvom nyTeM 3aHECEHUsI KaXOoW LMdpbl B NyCTble SYENKW, Npu 3TOM
TOYKa NPOCTaBNSETCA B OTAENbHON SYENKe;

1 Co6paHue sakoHogaTensbcTea Poceuiickon ®epepaumm, 1999, N 29, c1.3699; 2020, N 52, ¢1.8577.

3) oTMeTKy 06 UCTOYHUKe bmHaHcupoBaHus (degepanbHbin bogxkeT [1], GrogkeT cyobekta Poccunckon ®enepaunnm [2],
MyHuUMnaneHbIA 6roaxeT [3]) n npoueHTe onnatel peuenTta (6ecnnatHo [1], 50% [2], nHon % [3]);

4) WTPUX-KOA - OOMNOMHUTENbHbIV PEKBU3UT (B Crydae M3roTOBMNeHus Ha TeppuTtopumn cybbekta Poccuiickon denepavmu
peLenTypHOro 6naHka ¢ MCnonb30BaHNEM KOMMbIOTEPHBLIX TEXHOMOIMN).

6. B peuenTtypHbix 6naHkax chopm N 107-1/y, N 148-1/y-88 n N _148-1/y-04(n) B rpace "®amunus, nHmymansl UIMeHU u
oTyecTBa (MocrnegHee - MpU HanMyuuWM) naumeHTa" ykasbiBalTCA haMunus, UHULManNbl UMEHW U OT4yecTBa (NocnegHee - Npu
HanMuun) NaumeHTa.

7. B peuentypHbix 6naHkax ¢gopm N 148-1/y-88, N 107-1/y n N _148-1/y-04(n) B rpadhe "data poxaeHuns" ykasbliBaeTcs
Aarta poxgeHus nauueHTa (4mcno, Mecau, rog).

[ononHutenbHo B peuenTypHbIX 6naHkax gopmbl N 148-1/y-88 n dhopmbl N 107-1/y ans aeten B Bo3pacTte Ao 1 roga B
rpace "OaTa poxaeHma" ykasblBaeTCa KONMMYECTBO NOMHbLIX MECSALEB.

8. B peuentypHbix 6naHkax dhopmbl N 148-1/y-04(n) B rpadax "CHUIC" n "N nonuca ob6sa3aTtenbHOro MeamuMHCKOro
CTpaxoBaHUA" YyKa3blBatOTCA CTPaxOBOW HOMEpP WHOMBUAYaANbHOrO NULEBOrO cyeta rpaxgaHuHa B [leHCMOHHOM dhoHAae
Poccunckon ®eaepaumm (CHUJIC) (npn Hann4umn) n Homep nonmnca obsi3aTenbHOro MeQULMHCKOIO CTPaxoBaHWS.

9. B peuenTtypHbix 6naHkax chopmbl N 148-1/y-88 B rpadpe "Anpec mMecTa XUTEnbCTBa UMM HOMEP MeOULMHCKOWN KapTbl
nauveHTa, nornyyawLwero MeaWLMHCKYI0 MOMOLWb B aMOynaTopHbIX YCroBUsX", yKasblBAaeTCs MOYTOBbI ajpec MmecTa
XutenbcTBa (Mecta npebbiBaHUS MM MecTa (PaKTUYECKOro MNPOXMBAHUA) NauMeHTa WM HOMEp MEeOWLMHCKOW KapThbl

nauneHTa, nony4atmowero MeamunHCKyr rnomoLlb B aM6ynaTopr|x ycnoBsuax 2,

2 Mpukas Munuctepctea 3apasooxpaHeHuns Poccuiickon Peaepaummn ot 15 aekabpsa 2014 r. N 834H "O6 yTBepXaeHUu

YHUOULIMPOBaHHbLIX (hOpM MEAULIMHCKOW [OKYMEHTaLMW, UCMOMb3yeMbIX B MEOULIMHCKMX OpraHu3aumngax, OKasblBatoLnx
MEOVLIMHCKYI0 NoMoulb B ambynaTopHbIX YCMNOBWUSX, M MNOPAAKOB MO ux 3anonHeHuw" (ganee - [Mpukaz N 834H)
(3apeructpupoBaH MuHucTtepctBom toctuumm Poccuiickon ®epepauun 20 depansa 2015 r., perncrtpauyunoHHsii N 36160) ¢
M3MEeHeHNsMN, BHECEHHbIMU Npukaszamu MuHucTepcTBa 3apaBooxpaHeHus Poccuickon ®enepaumm ot 9 aHeapa 2018 . N 2
(3apervctpupoBaH MuHuctepctBoM tocTtuummn Poccuiickon depepauum 4 anpens 2018 r., peructpauunorHsii N 50614), ot 2
Hosi6pa 2020 r. N 1186H (3apeructpmpoBaH MuHucTepcTBOoM tocTuuum Poccuiickon ®epepauum 27 Hosiopa 2020 r,
pernctpaumoHHbin N 61121).

YkasaHue u agpeca MecTa XUTeNbCTBa M HoMepa MegMUUHCKON KapTbl NaumMeHTa, Noy4varoLlero MegMunHCKyo NoMoLLb B
aMOynaTopHbIX YCIOBUSAX, HE ABMSIETCSA OLLUNUGKON.
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B peuenTtypHbix GnaHkax chopmbl N 148-1/y-04(n) B rpade "Homep meauUMHCKOM KapTbl MauuMeHTa, MNonydaroLlero
MEANLIMHCKYIO MOMOLLb B aMOynaTopHbIX YCNoBusX" yKasblBAaeTCs HOMEP MEAMLMHCKOM KapTbl NauueHTa, Mony4vatollero

MEOMLIMHCKYHO MOMOLLb B aMBynaTopHbIX YCNoBuax = .

3 Npukas N 834H.

10. B rpacbe "damunusa, vHuumanbl MMeHW KU oTyecTBa (MocnegHee - NpW Hanuvyum) nedawero Bpada (cenbawepa,
akywepku)" peuenTypHbix 6rnaHkoB chopm N 148-1/y-88, N 107-1/y n N _148-1/y-04(n) ykasbiBaloTCA MOMHOCTBIO hamunus,
WHUUManbLl MMeHM oTyecTBa (MocrnegHee - NpW HanmuMyuu) MeauUMHCKOro paboTHWMKa, HasHauuBLUEro IeKapCTBEHHbIe
npenapaTtbl U 0OPMUBLLIETO peLenT.

11. B rpadbe "Rp" peuentypHbix 6rniaHkos coopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) ykasbiBaeTcs:

1) HaMMeHoBaHWe NeKapCTBEHHOTO NpenapaTta (MeXayHapoaHOe HenaTeHTOBaHHOE HaMEHOBaHWE, rPYNNMpPOBOYHOE WK
XMMUYECKOE HauMeHOBaHWe, TOProBOoe HaMMEHOBAHWE) Ha NaTMHCKOM $3blke WM Ha PYCCKOM si3blke, dhopma Bbinycka,
A03MpPOBKa, KONMYECTBO (YKasbliBaeTCHA NPONUCLbI0 Ha peuenTypHoM bnanke chopmbl N 107/y-HIM);

2) cnocob npuMeHeHWst NEeKapCTBEHHOrO Mpenapata Ha rocydapCTBEHHOM s3blke Poccuiickon depepauumn vnu Ha
rocygapctBeHHOM s3blke Poccuickon ®egepaumm n rocygapCTBEHHOM si3blke pecnybnuk 1 HbIX A3blkax HapogoB Poccuickon

denepaummn 4.

4 Yactk 1 craten 15 3akoHa Poccuiickon denepatimm ot 25 oktabpsa 1991 . N 1807-1 "O asblkax Hapoaoe Poccuickoi

®denepaumn” (ganee - 3akoH N 1807-1). (Begomoctn cbesga HapoaHbix genytatoB PCOCP n BepxosHoro Coseta PCOCP,
1991, N 50, c1.1740; CobpaHue 3akoHogaTtenbcTBa Poccuiickon ®egepaunn, 1998, N 31, c1.3804).

13. Tpu odopmneHnn peLenTypHbiXx 6naHKoB 3anpellaeTcs orpaHMuYMBaTbCsl OOLIMMM  yKa3aHUsIMKU, Hanpumep,
"BHyTpeHHee", "M3BecTHO".

14. PeuenT, odopmMneHHbIi Ha peuenTypHom bnaHke chopm N 148-1/y-88, N 107-1/y n N _148-1/y-04(n), nognucbiBaeTcs
MeOVLNHCKMM paboTHMKOM N 3aBEPSAETCS ero neyarbio.

Peuent, ocdopmneHHbIi Ha peuenTypHom 6riaHke dhopmbl N 148-1/y-88 u chopmbl N 148-1/y-04(n), 4ONONMHUTENBHO
3aBepsieTcd neyaTblo MeguumMHCKon opraHmsaunn "[ns peuentos”.

,D,J'Iﬂ peuenTta, OQOpPMIIEHHOINo Ha peuenTypHOM OnaHke OpMbI N 107-1/ , Hann4yme ne4vyaTtn "D,ﬂﬂ peLl,eIIlOB" He ABnaeTca
Y QopMbl N TU/-1/Yy
obsA3aTenbHbIM.

15. Ha ogHom peuentypHoM 6nanke chopmbl N 148-1/y-88 n chopmbl N 148-1/y-04(n) paspeluaeTcsi OCYyLIEeCTBNATb
Ha3HaveHue TOMbKO OHOMo HaMEHOBaHWUS NIEKAPCTBEHHOTO Npenapara.

Ha opgHom peuentypHom 6naHke chopmbl N 107-1/y paspeluaetca OCYyLLECTBMATb Ha3HayeHue TOMNbKO OJHOro
HaUMEHOBaHUSA NEKAapCTBEHHOro npenaparta, oTHocdAweroca no ATX K aHTuncuxotmyeckum cpegcteam (kog NO5SA),
aHkcnmonutukam (kog NO5B), cHOTBOpHbIM M cedatuMBHbIM cpeactBaMm (kog NO5C), aHTugenpeccaHtam (kog NOBA) u He
noanexaiiero npeaMeTHO-KONUYECTBEHHOMY Y4eTy, U OO0 Tpex HauMeHOBaHUW IeKapCTBEHHbIX MpenapatoB - ANs MHbIX
NeKapcTBEHHbIX NpenapaToB, HE OTHECEHHbIX K Bbllleyka3daHHbiM ATX.

16. UcnpaBneHus B peuenTe He JOoMycKalTCs.

17. MNpn ocopmneHun peuenTtypHbix GnaHkoB copm N 148-1/y-88, N 107-1/y n N _148-1/y-04(n) Ha nekapcTBEHHbIE
npenapaTtbl, Ha3HAYeHHbIE MO pPELUEeHU0 BpadYebHOM KoMUCCUMM, Ha 0BOpoTe peLenTypHoro GnaHka CTaBuUTCS crieuunanbHas
oTMeTKa (LwTamn).

18. Ha peuentypHom 6naHke dyopmbl N 148-1/y-04(n) BHU3Y UMEETCS NMHWUS OTpbIBa, pasdensiowas peuenTypHbli brnaHk
1 KOPELLOK.

Kopelok oT peuenTta, OOPMIEHHOMO Ha YykasaHHOM peulenTypHoM GnaHke, BbloaeTcs nauueHTy (ero 3akoHHOMY
npeacTaBMTENio) B anTe4YHOM OpraHv3auuu, Ha Kopeluke AenaeTcs OTMeTKa O HavMeHOBaHUM NeKapCTBEeHHOro npenapara,
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OO03npoOBKe, KonmnyecTtse, cnocobe NMPUMEeHEHUA.

Il. OPOPMJIEHUE PELIEMNTA B ®OPME J3JIEKTPOHHOIO JOKYMEHTA

19. PeuenT B popme 3neKTPOHHOro JOKYMEHTa, NOANUCaHHOMO YCUITEHHOW KBanMULuMpoBaHHOW 3NEeKTPOHHOW NOAMNUCHIO,
opmMupyeTcs MEOULIMHCKUM pabOTHUKOM, CBEAEHUS O KOTOPOM BHECEHbI B (heeparbHbIi perucTp MeauUMHCKNX paboTHMKOB

5, a TaKKke Npy yCroBuUmM pernctTpaummy MEANLIMHCKON OpraHu3aLmum, B KOTOpo oqpopMIISeTcs peuenT, B doedeparibHoM peecTpe
MEOMUMHCKMX OpraHu3auuint  eauHoi rocyqapcTBEHHOW MHMOPMALMOHHOM CUCTeMbl B Cdepe 34paBOOXpaHeHUs U
NOAKMIOYEHNS Takon MeAULMHCKOW opraHn3auumm K rocygapCTBEHHOW MHOPMaLMOHHOW cucteme B cepe 30paBoOXpaHeHns
cybbekta Poceuiickoin denepauumn? .

5 Yactb 4 ctathu 91.1 PenepanbHoro sakoHa N 323-®3 (CobpaHue 3akoHoaaTenscTsa Poccuiickon ®epepauym, 2011, N
48, c1.6724; 2020, N 29, c1.4516).

& Yactb 4 cTathun 91.1 PenepanbHoro sakoHa N 323-®3 (CobpaHue 3akoHoaaTenscTsa Poccuiickon ®epnepauyu, 2011, N
48, cT.6724; 2020, N 29, c1.4516).

7 Cratbu 91 n 91.1 denepansHoro 3akoHa N 323-03 (CobpaHue 3akoHomaTtenscTea Poccuiickon ®enepaumm, 2011, N
48, c1.6724).

20. Npun ocbopmneHun peuenta B dopMe INEKTPOHHOrO AOKYMEHTa Ha NeKapCTBeHHbIe npenaparbl, yKa3aHHble B NyHKTax
9 n 11 Nopgaka HazHavYeHMs NeKapcTBEHHbIX NPenaparoB, YTBEPXXAEHHOMo HaCTOALWMM NPUKa3oM, 1 OTMyCKaeMble 3a NOMHYH
CTOMMOCTb, 3arOHAKTCA cneayloLimne pekBusnThbI:

1) kog cybbekta Poccuiickon ®epepauun no OKATO, onpenensitowimii rocyqapCTBEHHY MHAOPMALMOHHYK CUCTEMY B
cthepe 3gpaBooxpaHeHnsa cybbekta Poccuiickon depepauumn, B KOTOpPon chopMUpoBaH peuent B opmMe 3MeKTPOHHOro
OOKYMEHTa;

2) HanMeHOBaHWE MeaULNHCKOWN opraHmsauunun, agpec, Teﬂe(*)OH mnnn qoammnvm, nHnunanbl MUMEHM n oT4yecTBa (nocne,uHee
- npu HaJ'IVI‘-MM) nHansngyanbHOro npeanpunHnMmartenad, nMmetowero nmueH3nio Ha MeanumMHCKYo AeATENbHOCTb, €ro agpec;

3) OI'PH topugmdeckoro nuua (MeauumHckon opradmsaummn) nnn OF'PHUIM nHgmeuayanbHOro npeanpuHumaTtens;
4) pata ohopmIieHns peuenTa (Yka3blBaeTCsi YACIO, MECSIL, roa);

5) pata oOKOH4YaHuWs pencteBus peuenta (popMmMpyeTcsl rocygapCTBEHHOMW WMHGAOPMALMOHHOM CUCTEMOM B cdiepe
30paBooOXpaHeHns cybbekta Poccuinckon depepaunm B COOTBETCTBUM CO Cpokamun AencTBus peuentoB: 15 gHen, 30 gHen, 60
aHen, 90 gHewn, oo 1 roga);

6) yHMKanbHbIA HOMep peuenTa (POpMMPYETCA TOCYyAApPCTBEHHOW WH(OPMALMOHHOM cucTemMon B  cdepe
30paBooxpaHeHus cybbekta Poccuiickon depepaummn M obecneymBaeT OQHO3HAYHYH MAeHTMdMKauuio peuenTta B dopme
3MNEeKTPOHHOro okyMeHTa B codeTaHun ¢ OKATO, OIMPH nnn OrPHUIM);

7) otmeTkm "cito" (cpoyHo) unu "statim" (HemegneHHo) nNpu HeobGXOQUMOCTU CPOYHOIO WM HEMEANEHHOro OTnycka
nekapcTBEHHOro npenapara nauuneHTy;

8) agpec naumeHTa (yKasblBaeTcs MOYMTOBLIN agpec MecTa XUTenbCTBa (MecTa npebbiBaHUA MM MecTa hakTUYeCcKoro
NPOXWBaHWA) C yKasaHWeM WHOEKCA, HauMmeHoBaHMSA kpasi, obnactu, pecnybrnvkvi, aBTOHOMHOMO OKpyra U WHOro cybbekTa
Poccuiickoi ®epepaummn, HaMMEHOBaHWUSA HACENEHHOrO MyHKTa, HauMeHOBaHUS ynuubl (NpocnekTa, nepeyrnka, npoesaa),
HoMepa goma (C yKkasaHMeM Kopnyca, Npy HanMyanm), Homepa KBapTupbl);

9) HOMEep 9MEeKTPOHHOW MEOUUMHCKOW KapTbl NauueHTa B rOCyAapCTBEHHOW WH(OpMaUMOHHOM cucTeMe B cdoepe
30paBoOXpaHeHns cyobekta Poccuinckon degepaumu;

10) damunus, ums, oT4ECTBO (NocneaHee - Npu HanNMyuMK) NauueHTa NONHOCTLIO;
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11) pata poxgeHus nauueHTta (ykasblBaeTcs 4MCno, Mecsl, rod), Ansg geten oo 1 roga AOMNONHUTENbHO yKasblBaeTcH
KONNYECTBO MOMHbIX MECSALEB;

12) dbamunus, nHMLmMansl UMeHW 1 oTYecTBa (NocnefHee - NpU HanMyYum) MegMUUHCKOro paboTHWKa NOMHOCTLIO;

13) HaMMeHoBaHWe NeKapCTBEHHOro npenapara (MeXayHapoaHoe HenaTeHTOBaHHOE HauMeHOBaHue, rpynmnMpoBOYHOE
WM XMMUYEecKkoe HauMeHOBaHWe, TOProBoe HaMMeHOBaHMe), [03VMpoBKa, opma Bbinycka, KOMM4YecTBO (Bce MNO3vumu
yKa3blBaloTCs Ha PYCCKOM SA3bIKe);

14) cnocob npumeHeHWst NEKapCTBEHHOro npenapara Ha rocygapcTBeHHOM s3blke Poccuiickon degepaumm mnm Ha
rocygapctBeHHOM s3blke Poccuickon ®egepaumm n rocygapCTBEHHOM si3blke pecnybnuk 1 HbIX A3blkax HapogoB Poccuickonm

denepaumn® ;

& YacTb 1 cTathu 15 3akoHa N 1807-1 (BeaoMocTn cbeana HapoaHbix Aenytatos PCOCP n BepxosHoro Coseta PCOCP,
1991, N 50, c1.1740; CobpaHue 3akoHogaTenbcTBa Poccuiickon ®enepaunn, 1998, N 31, c1.3804).

15) [OOKYMEHT, noATBEPXOAlLWMA Ha3HadeHMe JIeKapCTBEHHOro npenapata Mo peLeHnto BpayvebHorM KoMmccum
MeAVLIMHCKOW opraHusauuu;

16) oTMeTKa 0 Ha3Ha4YeHUn NeKapCTBEHHOrO npenaparta no peLleHno BpavyebHOM KOMUCCUM MEOULMHCKOWM opraHM3auun B
crnyyasix, ykasaHHblx B ab3aue BTOpoMm nOyHkTa 6 [lopsaka HasHadeHusd NEeKapCTBEHHbIX MPEenaparoB, YTBEPXOEHHOro
HaCTOALLMM MPUKa3oM;

17) oTMeTKa 0 crneumanbHOM Ha3Ha4YeHUN NeKapCTBEHHOrO Npenaparta (3anonHseTcst B Cryyasx, ykadaHHblX B OyHkTax 15
1 24 MNopaaka HazHaYeHWs NeKAaPCTBEHHbIX MRPENapaToB, YyTBEPXKAEHHOTO HACTOSILLUM MPUKa30M);

18) OTME€TKa O cneunaribHOM Ha3Ha4YeHUn JeKapCTBEHHOro npenapara nauueHTty C 3aboneBaHneM, Tpe6y+0u.u/|M
ONNTENIbHOINo KypCcoBOIo Je4yeHund (3aFIOJ'IH$-|eTCF| B Cliy4Yae, yKa3aHHOM B NYHKTE 23 |-|Op_F|,ElKa Ha3Ha4YeHua JeKapCTBEHHbIX
npenapartos, yTBEPXOEeHHOro HacTtoALnm I'IpI/IKa3OM) C npocTtaBneHnemM nepnogn4HoOCTM OTnyCKa J1IeKapCTBEHHOIo npenapara,

19) npu ocbopmneHnn peuenTta B OpMe IMEKTPOHHOMO [AOKYMEHTa Ha JleKapCTBeHHble npenapaTtbl, ykasaHHble B
noanyHkTax 2-5 nyHkta 9 u nyHkte 11 lMopaaka HasHauyeHWs MeKapCTBEHHbLIX MPenapaTtoB, YTBEPXOEHHOro HaCTOSALMM
npuvkasoMm, rpaxgaHaMm, MMelwWuM npaBo Ha 6GecnnaTtHoe MomnydYeHWe JlieKapCTBEHHbIX MNpenapaTtoB WM  Mony4YyeHune
NeKapCTBEHHbIX NpenapaToB CO CKUOKOW, 3amnosHAKTCA PEKBU3UTLI, NPeayCMOTPEHHbIEe NoAnyHKTaMu 1-18 HacToAWEero NyHKTa,
a Takke crnegylowme pekBuanTbI:

a) Kateropusi rpaxkgaH, MMelLWmnX NpaBo Ha MONy4YeHUe IeKapCTBEHHbIX NpenapaToB B COOTBETCTBUM CO craTben 6.1
denepanbHoro 3akoHa ot 17 uiong 1999 . N 178-d3 "O rocynapcTBEHHON coLuanbHon noMoun"? ;

¥ CobpaHue sakoHoaaTenbcTsa Poccuiickoin denepauun, 1999, N 29, ¢1.3699; 2020, N 52, cT.8577.

©0) kog Ho3onormnyeckon oopmbl No MKE;

B) MCTOYHMK (buHaHcupoBaHus (1 - doepepanbHbii GogxkeT, 2 - Oromxker cybbekrta Poccuiickon depepauum, 3 -
MYHULMNAanbHbIA GroaXeT);

r) pasmep onnarthbl (1 - 6ecnnartHo, 2 - 50%, 3 - uHom %);

[) CTpaxoBoW HOMep MHOVBUAYANbHOIO NULEBOro cyeTa rpaxaaHuHa B lNeHcrnonHom dhoHae Poccuiickon depepavum (npy
Hann4un) (CHUIC);

e) HOMeEp nonuca 0053aTensHOro MeanLMHCKOro CTpaxoBaHu4.

21. lMpn npoctaBneHnn OTMETKW, yKasaHHOW B noanyHkTe 16 nyHkta 20 HacTtogulero [lopsaka, peuent B dhopme
3MNEKTPOHHOrO [OKYyMEHTa MOAMNUCLIBAETCSA YCUNEHHOM KBanMUUUPOBAHHOW 3MNEKTPOHHOW MOAMNMUCbID npeacedarens wunm
cekpetapsi Bpa4ebHON KOMUCCUM MEOULMNHCKON OpraHnsaumm, Npu NpocTaBrieHnmM OTMETOK, YKasaHHbIX B noanyHkTax 17 un 18
nyHkta 20 Hactodulero [opsaaka, - YCUMEHHbIMU KBaNMPUUUPOBAHHBIMWU ANEKTPOHHLIMM MOAMUCAMU COOTBETCTBYHIOLLMX
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MeaNUNHCKUNX pa6OTHI/IKOB.

22. lNo TpeboBaHMIO nauMeHTa WM ero 3aKOHHOro MnpeacTaBuTENs OgOpPMMSIETCS 3K3eMnnap peuenta B dopme
3MNEKTPOHHOro AOKYMeHTa Ha ByMaXHOM HocuTene ¢ oTMeTkon "[ybnukat anekTpoHHOro AoKyMeHTa".

lll. YYET PELEENTYPHbIX BJIAHKOB (3A UCKIMFOYEHUEM PELENTYPHbIX BJIAHKOB MO ®OPME N 107/Y-HI
"CMNELIMANbHBbIW PELIENTYPHbIW BNAHK")

23. YyeT peuenTypHbix bnaHkoB ¢opm N 107-1/y, N 148-1/y-88 n N _148-1/y-04(n), w3rotaBnMBaeMbix TUnorpadCckum
crnocobom (ganee - peuenTypHble GriaHkW, noanexaiume yyeTy), OCYLUECTBMSETCA B XypHanax ydvera, NpPOHYMepOoBaHHbIX,
NMPOLUHYPOBAHHbIX W CKPEMMeHHbIX MOAMUCHI0 PYKOBOOUTENS W NeyaTbld MEAMUMHCKOW OpraHuM3auMu Unm nognuchbio
WHAMBUAYaNbHOro NpeanpuH1UMaTens, MMeroLLero NMUEH3No Ha MeANLUHCKYIO AeATEeNbHOCTb.

24. XypHan y4eTa peuenTypHbix 6naHkos ¢hopmbl N 107-1/y cogepxuT cnegytowme rpadbi:
1) HoOmMep No nopsaKy;

2) B pa3gene "Mpuxoa™:

a) paTta peructpauum JOKYMeHTa, NoATBEPKAAloLEero NocTynneHune;

6) HoMep 1 JaTa OOKYMeHTa, NOATBEPXKAAIOLLEro NocTynneHme, HauMeHoBaHMe NOCTaBLLUMKA;
B) obLee KonMyecTBo MNOCTYNUBLLMX peLenTypHbIX GnaHKoB;

F) cbamvmvm, MHMUmnanbl MMeHn 1 oT4vyecTBa (nocnenHee - npu HaJ'II/IL-II/IVI) M noanmncb OTBETCTBEHHOro mMeaununHCKOro
pa60TH|/||<a, nony4ymeLlero peuenTtypHblie OnaHku oT nocTaBLUKa,

3) B pasgene "Pacxoa™:
a) AaTa Bblgayun peLenTypHbIX 6naHKoB;
6) KONMYEeCTBO BblAAHHBIX PELENTYPHbIX GaHKOB;

B) hamunud, mHuumansl MMEHM K oT4yecTBa (NocnegHee - Mpu HanuymMm) OTBETCTBEHHOIO MELMLMHCKOro paboTHMKA,
nony4mBLLIErO peLenTypHble BnaHku;

r) NOANMCH OTBETCTBEHHOIO MEAULIMHCKOTO paBGoTHMKA, MONYyYMBLLENO PELENTYpHbIe BnaHku;

4) damunusi, nHMUManbel UMEHW U OTYeCTBa (nocrnegHee - MpU HanuMyMM) U NOAMNUCh OTBETCTBEHHOIO MEAMLIMHCKOrO
paboTHKKa, BbiAABLLEro peuenTypHble briaHkuy;

5) ocTatok peuenTypHbIX GNaHKoB.

25. XKypHan yueTa peLenTypHbix bnaHko ¢oopm N 148-1/y-88 n N 148-1/y-04(n) cogepxuT cnegytowime rpadbi:

1) HomMep no nopsAaKy;

2) B pasgene "MMpuxoa™:

a) gata peructpauum 4OKyMeHTa, NoATBEPXAatoLLero nocTynmneHue;

6) Homep 1 JaTa JOKYMeHTa, NOATBEePXAatoLLEero NocTynneHne, HauMeHOBaHUe NoCTaBLLUMKa;
B) obLLee KONNMYEeCTBO NOCTYNMUBLUNX peLenTypHbIX ONaHKoB;

r) cepmMm n Homepa peLenTypHbIX 6r1aHKoB;

[okyMeHT coxpaHeH ¢ noptana docs.cntd.ru — anekTpoHHoro coHaa us 6onee 25 000 000 HopMaTUBHO-NPABOBbLIX U HOPMATUBHO-TEXHUYECKUX JOKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/727251258#8PM0M0
http://docs.cntd.ru/document/727251258#7EC0KG
http://docs.cntd.ru/document/727251258#7EE0KH
http://docs.cntd.ru/document/727251258#7EG0KI
http://docs.cntd.ru/document/727251258#7EC0KG
http://docs.cntd.ru/document/727251258#7EE0KH
http://docs.cntd.ru/document/727251258#7EG0KI

06 yTBepxaeHun Mopsiaka HasHauYeHUs NekapcTBEHHbIX NpenapaTos, GOpM peLenTypHbIX 6NaHKoB Ha NekapcTBEHHbIe npenapathbl, Crpanuua 26
Mopsigka ocopmneHns ykasaHHbIX 6raHKoB, UX yyeTa n xpaHeHusi, popm 6naHKoB peLenToB, CoAepXKallmx HazHaveHve

HapKOTUYECKNX CPEACTB WUIN NCUXOTPONHbIX BeLLEeCTB, [opsaka nx U3roToBneHns, pacnpeneneHns, perncTpaumnm, y4eta n XxpaHeHus,

a Takke MpaBun ocopmneHns GnaHkoB peLenTos, B TOM Y1cre B hOpMe 3MNEeKTPOHHbIX JOKYMEHTOB

lNpuka3 Mu+3sdpasa Poccuu om 24 Hos6ps 2021 a. Ne 1094+

ﬂ,) KONMnM4eCTBO peuenTypHbIX ©naHKoB no cepuam;

e) d)amvmvm, nHUUnanbl MMeHn n oT4yecTBa (nocneuHee - npu HaI'II/I‘-II/II/I) M noanncb OTBETCTBEHHOIo MeauLMHCKOro
pa60TH|/||<a, nony4ymseLlero peuenTtypHblie 6naHku OT NOCTaBLLKKa;

3) B pasgene "Pacxoa™:

a) paTa Bblgayy peuenTypHbIX BnaHKoB;

6) cepvn 1 HoMepa BblgaHHbIX PELENTYPHbIX BNaHKOB;
B) KONMYECTBO BblAaHHbIX PELIENTYPHbIX BraHKoB;

r) hamunusi, MHULManbl MMEHU U OTYecTBa (MocriegHee - Mpy HanuyMmn) OTBETCTBEHHOIO MeAMLMHCKOro paboTHMKa,
Mosy4MBLIErO peLenTypHble BraHkuy;

4) Noanuchb OTBETCTBEHHOTO MEAULMHCKOro paboTHUKA, NOMy4YUBLLETO peLenTypHble GrnaHku;

4) d)ammnvm, MHUUnanbl MMeHn n oT4yecTBa (rlocne,u,Hee - npu HaJ'II/I'vll/II/I) M noanncb OTBETCTBEHHOIro MeauuMHCKOro
paGOTHI/IKa, BblAaBLUEro peuenTtypHblie 6]'IaHKI/I;

5) ocTatok peuenTypHbIX GNaHKoB.
26. Y4yeT peuentoB, OGOPMIEHHbIX B OpMEe 3MEKTPOHHOIO [OKYMEHTa, OCYLLECTBMNSIETCA B rOCYAapCTBEHHON

MHOPMaLMOHHON cucteme B cdepe 3gpaBooxpaHeHnsa cybbekta Poccunckon demepalmm NOCPeacTBOM BEAEHUSA €O4MHOMO
peecTpa peLenToB, 0pOPMIEHHBIX B (POPME 3NEKTPOHHbIX LOKYMEHTOB.

IV. XPAHEHWE PELIENTYPHbIX BJIAHKOB (3A UCKNIOYEHWUEM PELIENTYPHbIX BITAHKOB NO ®OPME N
107/Y-HM "CNELUWAINbHbIN PELIENTYPHbIUN BITAHK")

27. MeguumHCcKne opraHusauuMu nosy4aloT Heobxogumble peuenTypHble OnaHku, odopMIieHHble TUNorpad)CkMm
cnocobom, Yepe3 TeppuTopuanbHble OpraHbl YNpaBneHWUs 30paBOOXpPaHEHUEM UMW OpraHM3auuW, YNONHOMOYEHHbIE Ha 3TO
opraHamm ncnonHUTenbHon BnacTn cyobekToB Poccuiickon ®egepaumn.

28. PeuentypHble 6naHku, noanexaiime y4yeTy, XpaHATCS OTBETCTBEHHbIM IULOM, Ha3HaYeHHbIM pyKOBOAUTENEM
MEOVLVHCKOWN OpraHnsaumm, B 3anMpaeMoM MeTannmyeckom wkady (cende) nnm metannmyeckom siLmke.

29. NHoveuayanbHbI NpeanpuHMmaTtenb, UMEOLWNA NINLEH3NI0 Ha MEeOULMHCKYI0 OeATeNbHOCTb, XPaHUT peuenTypHble
GnaHku, nognexaiime y4yeTy, B 3anmMpaeMom MeTaninyeckom wkady (cende) unm mMetannmnyeckom siLuKe.

30. lMpoBepka COCTOSIHUS XpaHEHWs], y4yeTa, (PaKTUHECKOro Hamuuus U pacxoda peLenTypHbIX OnaHKoB, noanexalimx
yyeTy, O4AuMH pa3 B KBapTan OCyLLeCTBNAEeTCA KOMUCCMEN, CO30aHHON B MEQULMHCKOW OpraHn3aLumu.

31. PeuenTyprle 6J'IaHKI/I, Od.)OpMJ'IFIeMbIe Ha 6YMa)KHOM HOCcuUTene 1 nognexawue y4deTty, BblaaloTCA MEeOULNHCKUM
paGOTHI/IKaM, nMerLwmnm npaBo O(bOpMﬂeHI/IFI peuenTos, No pacnopsaXXeHuo rmMaBHOro Bpaya unn ero 3amectmutena.

I'IonyquHble peuenTtypHble OnaHkM Ha 6yMa)KHbIX HOCcUTEeNAX XpaHATCA MeaAUUNHCKUMU pa6OTHVIKaMI/I B MOMeELUEeHUAX,
obecneymBaroLLNX NX COXPaHHOCTb.

32. MMporpamMMHO-TEXHMYECKMEe CPEeAcTBa roCyAapCTBEHHbIX WMHGOPMALMOHHBIX CUCTEM B cdepe 34paBoOOXpaHeHus,
MeOMLMHCKMX MH(OPMALMOHHBIX CUCTEM MEOMUMHCKMX OpraHvM3aumii oGecrneyvBaloT XpaHeHWe 3MIeKTPOHHbIX PeLenToB,
0hOPMIEHHBIX B (DOPME 3MEKTPOHHBLIX [OKYMEHTOB B TEYEHWe CPOKOB, YCTAHOBMEHHbIX AN XpaHeHus peLenTos,

0OPMIMEHHbIX Ha COOTBETCTBYIOLLMX POPMaXx peLenTypHbIX BriaHkoB Ha 6ymaxHoM HocuTene 1D .

10 MopnyxkT 5.2.169 MonoxeHus o Munuctepctee (CobpaHune 3akoHodaTenscTea Poccuiickon ®enepaumn, 2012, N 26,
cT.3526; 2021, N 43, c1.7258).
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NMpunoxexune N 4

K NpuKasy MMHMCTE%CTBa 3apaBooOXpaHeHus
occuuckou depepaumm

oT 24 Hosa6psa 2021 ropga N 1094H

®OPMA CMNMEUMANBHOIO PELIENTYPHOIO BJTAHKA N 107/Y-HI
MuHncTepCTBO Kog dopmbl no OKY[
30paBOOXpaHEHs
Poccuiickoi
degepauun
MeaumumHckas AOKyMeHTaums
wramn
MeaNLNHCKON
opraHusaumu
®opma N 107/y-HI1, ytBepxaeHHas
npukasom MuHMUCTepCTBa
3n0paBooxpaHeHnst Poccuiickon
denepauun
oT 24 Hosbps 2021 roga N 1094H
PELIENT
e L L O O T e U A
v 20 -
(maTa BbINUCKM peLenTa)
(B3pOCnbIN, OETCKUI - HY>XHOE NOOYEPKHYTb)
damunus, ums, 0TYECTBO (NocneaHee - NPy HanuyKum)
nauueHTa
Bospact
Cepwust 1 Homep nonunca 0653aTenbHOT0 MeaNLMHCKOTO CTpaxoBaHuUs
Howmep
MEeOULIMHCKON
KapTbl
damunus, ums, oT4eCTBO (NOCneaHee - NPU HanM4mK)
nevawlero Bpaya (denbawepa,
aKyLuepkm)
Rp:
Moanuck 1 NMyHasa nevatb
Bpava
(noanuce chenbaluepa,
aKyLlepkm)

M.IM.
damunusa, Ms, 0TYECTBO (MOCNEAHee - MPU HaNM4YnM) 1 NOANUCH YNOSIHOMOYEHHOTO Nnuua

MeaNLNHCKON
opraHu3aumm

M.TT.

OTmeTka anTeyHon opraHnsauumn ob
oTnycke

damunus, ums, oT4ECTBO (NOCneaHee - NPU HanMM4MKn) U NOANUCHL PaboTHMKA anTEYHOM
opraHusaumu

M.,
Cpok pevicteusa peuenta 15 gHen
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NMpunoxeHune N 5

K NpuKasy MMHMCTE%CTBa 3ApaBooOXpaHeHus
occuuckou depepaumm

oT 24 Hosa6psa 2021 ropga N 1094H

NoPAANOK N3IrOTOBIIEHUA, PACMPEAOENEHUA, PETUCTPALIUWN, YYETA U XPAHEHUA PELIENTOB,
COOEPXALLMNX HASHAYEHUE HAPKOTUYECKUX CPEACTB UM NCUXOTPOINHbIX BELWECTB

I. TOPAOOK U3IrOTOBIEHUA, PACINPEOENEHUA CNELUUATIbHBIX PELIENTYPHBLIX BJIAHKOB NO ®OPME N
107/Y-HMN

1. OpraHusauuio M3roToBRneHMS W pacnpegeneHvs peuentypHblx 6naHkoB no copme N 107/y-HI "CneumanbHbin
peuentypHbin _GnaHK" (ganee - cneumanbHbIi peuenTypHbIn BnaHk) ocyuwlectBnser MWHUCTEPCTBO 34paBOOXpaHeHUs
Poccuinckon ®eanepaumm (ganee - MUHUCTEPCTBO).

2. CneumnanbHble peuenTypHble OnaHku SBASAKOTCA 3alUMLLIEHHON nonurpaduyeckor npoaykumMen ypoBHs "B,
na3rotaenMBaemon Ha Gymare posoBoro upeta pasmepom 10 cm = 15 cm, OO/MKHbI UMETb CEPUIO M HOMEpP, a TaKke
COOTBETCTBOBATbL TpeboBaHMsM, yKa3aHHbIM B npukase MuHuctepcTBa chmHaHcoB Poccuiickon Penepaumm ot 29 ceHTabpsa
2020 . N 217H "O6 yTtBepxaeHun TexHu4eckmx TpebGoBaHMW W YCNOBWIA M3TOTOBMAEHUSA 3alMLEHHOW OT NoAAenokK
nonurpadmyeckor npoaykuun” (3apeructpuposaH MuHuctepctBom toctuumm Poccwuiickon depepauun 16 Hosbps 2020 r,
pervuctpaumoHHein N 60930).

3. B uenax opraHuM3aumMM W3roTOBMEHWSI W pacnpefeneHusl crneuvanbHbIX pPeuenTypHbiX OnaHKOB  MefMUUHCKue
opraHusauumu, umeroLLMe NpaBo OCYLLECTBNATb BblAavy peLenToB Ha HapKoTU4Yeckue cpeacTtsa Unu NCUXOTPOMHble BeLLlecTBa
covcka Il TMepeyHsa wn 3apernctpupoBaHHble B Poccunckon degepauum B KayecTBe NeKapCTBEHHbIX nNpenapaToB Anis
MEOULUUHCKOrO MNpUMEHeHMs (Janee COOTBETCTBEHHO - MeAWUMHCKash opraHu3auus, HapKOTUYEeCKUr (MCMXOTPOMHBIN)
neKapCcTBEHHbI Npenapar), COCTaBMAIOT 3asiBKM HA peLlenTypHble braHku.

4. B cpok 0o 1 OKTAGps Tekyllero roga 3asiBkM MeOMLMHCKUX opraHu3aumii Ha creumarnbHble peuenTypHble GraHku
npeacTaBnsoTCs:

1) MeaUUNHCKMMN opraHn3aunamum, HaxogAawnmuca B BeOeHUN cbeuepaanblx opraHoB WCNOMNHUTENBHOM BNacTu, - B
COOoTBETCTBYHOLNE (bep,epaanble OpraHbl NCNONHUTENBHOM BNacTy;

2) MeguUMHCKUMW OpraHmsauusaMuy, Haxogdwumucs B BefeHun cybbekToB Poccuiickon depepauun, MeguUUHCKUMMK
opraHusaumsMm MYHULMMNANbHOM M YaCTHOM CUCTEM 34paBOOXpPaHEHUs - B OpraHbl UCMOMHUTENbHOW BRactu cybbekToB
Poccuinckon ®enepaumm B cdhepe oxpaHbl 340pPOBbS rpaxaaH, Ha TEPPUTOPUM KOTOPbLIX OHM PaCoNOXEHbI (fanee - opraHbl
ucnonHuTensHom Bnactu cybbekToB Poccuiickon denepavmnm).

5. B 3asiBKe MEAULIMHCKON OpraHM3auumn Ha creuparnbHble pelenTypHble BriaHku ykasblBaloTCs criefytowmne CBEAeHUS:

1) cBegeHusi O MeOMUMHCKOM oOpraHu3auvu, nNofaBlUeil 3asiBKy Ha creuuanbHble pelenTypHble 6raHku (nonHoe
HavMeHoBaHWe, agpec MecTa HaxoXOeHUs);

2) KOJIM4eCTBO cneunalibHbIX peuenTypHbIX OnaHkos, n3pacxoaoBaHHbIX MEANLNHCKOMN OpFaHI/I3aLI,I/Iel7I Ha 1 AHBapA
npegwecTByrowero roga;

3) KonunyecTBo crneumnanbHbIX peLenTypHbIX 6riaHkoB, HEOBXOAMMbIX MEAULMHCKOW opraHM3aLuy Ha criegyoLwuii rog,.
3asiBkKa MEOMLMHCKOM oOpraHM3auMm Ha cneuuvarnbHble peuenTypHble OnaHky nognucbiBaeTcs  pykoBoauTenem
MEOMLMHCKON OpraHM3aLun, KOTOPbIA HEeCeT MepcoHarbHyld OTBETCTBEHHOCTb 3a 0OOCHOBAHHOCTb W [OCTOBEPHOCTb

YKa3aHHbIX cBeOEeHUN.

6. ®enepanbHble opraHbl UCMONHUTENBHOW BMAcTU, B BEAEHUU KOTOPbIX HaXoasaTCs MeOMLUHCKMEe opraHu3aumu (panee -
denepanbHble opraHbl UCMOMHUTENBHON BMACTU), U OpraHbl UCNOMHUTENBHOM BNnacTn cybbektoB Poccuinckon denepaumm Ha
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OCHOBaHuUM 3adaBOK MeOULUUNHCKUX OpFaHI/I3aLI,I/II7I Ha cneuunarnbHble peuenTypHble OnaHku (bOpMI/IpyI-OT CBOAHbIE 3aABKM Ha
cneuynanbHble peuenTypHbie OnaHku 1 B CpoK oo 1 ,u,eKa6p9| TeKyLwlero roga npencraBsnaroT UX B MI/IHI/ICTepCTBO.

7. B cBOOHO 3asiBKe Ha crieumarnbHble pelenTypHble BraHky yKkasbiBaloTCs creayolme CBeaeHus:

1) cBegeHnsa o hegepanbHOM OpraHe UCMONMHUTENBHON BNacTu (OpraHe UCNOMHUTENBHOM Bnactu cybbekTa Poccunckon
denepauunn), NpeacTaBuBLLEM CBOOHYHO 3asBKY Ha cneuunanbHble peuenTypHble 6naHku (NonHoe HaMMeHoBaHWe, agpec MecTa
HaxoXxaeHus);

2) KONMYeCTBO cneumarnbHbIX peuenTypHbIX GnaHKoB, pacnpedeneHHblx degepanbHbiM OpraHOM MCMONMHUTENBHOW BNacTy
(opraHom wucnonHuTenbHoM Brnactu cyobekta Poccuinckon Pepepaumm) Ha 1 sgHBapsi NPeALECTBYIOWEro roga Mexay
MELMLMHCKAMUN OpraHn3aunsmu;

3) KONM4YecTBO crneumarnbHbIX peuenTypHbiX 6rnaHkoB, Heobxoammbix denepanbHOMY OpraHy WCNOMHUTENbHOWM BRAacTu
(opraHy ucnonHuTenbHom Bnactn cybwbekta Poccunckonr ®Pepepauum) Ha crnepylowMiA rog Ons pacnpeneneHust Mexay
MEeANLMHCKUMM OpraHmM3aumnsamu;

4) cBefeHNst O MOABEOOMCTBEHHOW OpraHu3auuu, ynornHOMOYeHHon deneparnbHbiM OpraHoM WCMOMHUTENbHOW BNacTu
(opraHom mcnonHuTenbHOM BrnacTu cyobekTa Poccuickon Pegepauumn) ocyLLeCTBNATb NONyYEHUE CrieLmarnbHbIX peLenTypHbIX
6naHkoB OT MWHMCTEpPCTBA, MX XpaHEHWe U Bbligavyy MeOWLUMHCKMM OpraHm3auusm (MofiHoe HaumeHoBaHue, agpec MecTa
HaxoxaeHusa, MHH/KMM, OKTMO opraHunsaumu, hakTuyecknii agpec nocTaBKu).

8. Ha ocHoBaHuM nomny4yeHHbIX CBOAHLIX 3asiBOK Ha crieumnarnbHble peuenTypHble 6rnaHkm MUHUCTEPCTBO €XerogHo B CPOK
0o 15 aHBapsi cnegytowero roga OpMUPYET U YTBEPXKAAET MaH pacnpeaeneHus cneumnarnbHbiX peuenTypHbIX OrnaHkoB, B
KOTOpPOM OTpaxkaeTcsi rogoBasi noTpebHocTb Poccuiickon ®epgepaunn B cneumanbHbIX peuenTypHbiX bnaHkax (ganee - nnaH
pacnpegenexunsa MuHuctepcTea).

9. B nnaHe pacnpegenenns MuHucTepcTBa ykasblBaloTCs Crieayolime CBeAeHNS:
1) nopsigKkoBbIA HOMEP 3anucy;

2) HaumeHoBaHWe denepanbHOro opraHa MWCMONMHUTENbHOW BractM (opraHa WCMONMHUTENbHOW Bnactu cybbekTa
Poccuiickon denepauun), npeactaBuBLIEro CBOAHYIO 3asBKY Ha cnevumarnbHble peuenTypHble briaHku;

3) HeobxoaVMOoe KOMMYECTBO creLmanbHbIX PELENTYPHbIX GraHKoB.

10. HanpaBneHune cneuuanbHbiX pelenTypHbix GrnaHkoB denepanbHbiM OpraHam MCMOMHUTENbHOW BMAacTW, OpraHam
UcrnornHuTensHon Bractu cybbekToB Poccuiickon ®epepaunm  ocywlecTtBnsietcas  MuHUCTEPCTBOM B KONMUYeCTBe,
npeaycMOTPEHHOM MaHoM pacnpegenernus MuHmncTepcrBa.

11. MUHMCTEPCTBOM AOMOMHUTENBHO K KONMUYECTBY CheuuanbHbiX peuenTypHbiX GraHkoB, nNpeayCMOTPEHHOMY MiaHOM
pacnpegenennss MuHuctepctea, opMMUPYeTCst Pe3epBHLIN 3anac creuuanbHbIX peuenTypHbiX OraHkoB B KONMMYeECTBe, He
npesbiwatowem 150000 cneumanbHbiX peuenTypHbIX 6naHKoB.

12. B cny4yae yBenuyeHusi noTpebHOCTM B crieuuanbHbIX peLenTypHbIX 6naHkax degepanbHble opraHbl UCMONHUTENBHOM
BnacTu (opraHbl NCNONHUTENBHON BNacTn cybbekToB Poccuiickon degepaumnmn) HanpasnsaoT B MMHUCTEPCTBO CBOAHbIE 3asiBKU
Ha [JOMONHUTENbHOE KOMMYECTBO CcreumanbHbiX peuenTypHbiX GnaHkoB (C 0OOCHOBaHMEM YBenuYeHusi noTpebGHoCcTU B
cneumanbHbIX peuenTypHbiX GriaHkax), KoTopble npeaocTaBnsalTcs MWHUCTEPCTBOM U3 Pe3epBHOMO 3anaca cheumanbHbIX
peuenTypHbIX OriaHKoB.

13. ®depepanbHble opraHbl MCMONMHUTENLHOW BracTy (opraHbl UCNOMHUTENbHOM BractM cyobekToB Poccuiickon
denepauun) pacnpegensior MnoryyYeHHble cneuuanbHble peuenTypHble GraHku mexay MeOVMUUHCKMMM OopraHvM3aumsiMm Ha
OCHOBaHWM MMaHoOB pacnpefeneHus, cgopMUPOBAHHbIX B COOTBETCTBMM C 3asiBKAMU MEOWMLMHCKUX OpraHm3auum Ha
crneumnanbHble peLenTypHble BnaHku.

Il. TOPAOOK PETMCTPALUN, YHETA U XPAHEHUA CNEUWATNBbHbLIX PELUENTYPHbLIX BITAHKOB NO ®OPME
N 107/yY-HN
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14. MI/IHI/ICTepCTBO, MHble dae,qepaanble opraHbl MCMNOMHNTENBbHOW BNacTu u opraHbl MCMNOMHUTENBbHON BMRAacTu Cy6'beKTOB
Poccuiickon dJenepaLu/lM OpPraHN3yrT XpaHeHue cneunarnbHbIX peuenTypHbIX OnaHkoB B noaBeaoMCTBEHHbBIX OpraHu3auunax,
YNOJTHOMOYEHHbIX OCYLLECTBINATbL Nony4YeHne cneunalbHbIX peuenTypHbIX onaHkoB oT MI/IHI/ICTepCTBa, nxX XpaHeHune u Bblaavy
MEONLNHCKMM OpraHn3aunam (,u,anee - YNOJIHOMOYEeHHasn opraHmsauvm).

15. B yI'IOI'IHOMO‘-IeHHOl7| opraHnsauumm um MeANLNHCKON opraHusauuu, FIOJ'Iy‘-II/IBLLIeI;I cneunanbHble peuenTypHble onaHku,
OpraHn3yeTcd perncrtpauuna, y4eT n XxpaHeHune cneumanbHbIX peuenTypHbIX ©naHkos.

Peructpauus, yueT n xpaHeHne pe3epBHOro 3anaca cneumanbHbIX peuenTypHbix 6raHkoB MUHUCTEpPCTBa OCYLLECTBASETCS
depepanbHbIM - TOCYyAapCTBEHHBbIM — GIOAXKETHBIM — yupexaeHueMm, Haxogsawmmca B BedeHun MwuHucTepctBa (Oanee
COOTBETCTBEHHO, - pe3epBHbIN 3anac, NoABEAOMCTBEHHOE YUpexXaeHue).

16. PaboTHMK, Ha3HaAYEeHHbIA MPUKA30OM PYKOBOOAUTENS YMONHOMOYEHHOW OpraHnsaumm (YNorHOMOYEHHOW OpraHmsauumm,
NoABELOMCTBEHHOIO YUYPEXAEHNs1) OTBETCTBEHHBLIM 3@ PErMcTpaLmio, XpaHeHne 1 y4eT crneumanbHbIX peuenTypHbIX GnaHkoB
(nanee - OTBETCTBEHHbIN pPaBOTHUK), HA OCHOBAHWU [OBEPEHHOCTU, OMOPMIIEHHON B MOPSiAKE, YCTAHOBMEHHOM
3aKkoHogatenbcTBoM Poccuiickon ®epepauun (C NoaNMCbI0 PyKOBOAMTENS YNOMHOMOYEHHOW OpraHm3auum (ynornHOMOYEHHOM
opraHusauuu, noABEOOMCTBEHHOIO yupexzaeHus), rmnaBHoro OyxranTepa, 3aBepeHHbIX KPyrmoW nevartbro), nonyvaer
crneumnanbHble peuenTypHble OnaHku 1M OCYLLECTBMSIET BEAEHUE XypHana peructpaumm n ydeta cneumanbHbIX peuenTypHbIX
OGnaHKoB, K KOTOpoMy npuobLliaetr ¢oTo- 1 (M) BuaeoMatTepuansl, noaTeepxaatrlime akt oopMneHns peLenTypHbIX
GnaHKoB Ha AOMY (NpW HanUuuwm).

17. XXypHan peructpaumm n y4yeta cneumanbHbIX peLenTypHbIX OrnaHkoB AOMmKeH ObiTb MPOHyMEepOBaH, MPOLUHYPOBAH,
UMETb Ha nocnegHen CTpaHuue 3anncb, COOEepXallyl KONMUYeCTBO CTpaHwul, MOMHOe HavMeHOBaHWe YMNOMHOMOYEHHOW
opraHusaumu (MeguuMHCKOW opraHusaumun, NoaBedOMCTBEHHOMO YYPEXAEHNS), a Takke CKpenneH Noanucbio pyKoBoaUTeNs U
nevyaTblo YNOMHOMOYEHHOW opraHM3aumm (MeguUMHCKON opraHm3aumm, NogBegoOMCTBEHHOIO yupexaeHus).

KypHan peructpaumm 1 ydeta cneumanbHblX pelenTypHbix GnaHKoB pesepBHOro 3anaca MuHUCTepcTBa CKpennsieTcs
Takke NoAnNuCbo AMpekTopa (B Criyyae ero oTCyTCTBUSA - 3aMecTuTens anpektopa) enaptrameHTa perynupoBaHus obpatleHus
nekapcTBeHHbIX CPEACTB Y MeAUUUHCKMX usaenun MuHncTepcTBa 1 nevatbio MuHuctepcTBa.

18. B xypHane peructpaumm n yyeta cneumanbHbIX peLenTypHbIX 6rnaHKoB yKka3blBalTCHA cneaylolne CBeaeHUs:

1) NopsiAKkoBbIA HOMEP 3anucu;

2) npuxoA crneunanbHbiX peLenTypHbIX GNaHKoB:

a) PEKBU3UTBLI M JaTa perucTpaumm NnpuxogHoro A0KyMEHTa;

6) obLee KonMYecTBO NOCTYMNMBLLMX CNeLmanbHbIX peLenTypHbIX OraHKoB;

B) CEpusi U HOMep CneunanbHOro peuenTypHoro bnaHxka;

) KONMMYeCTBO creumanbHbIX peLenTypHbIX BaHKoB MO Kaxaon cepuu;

) damunus, nms, oT4ecTBO (NocnegHee - Npu HanmMymMm) U NOANUCH OTBETCTBEHHOIO paboTHUKA;

3) pacxoa cneumarnbHbIX peuenTypHbIX GNaHKoB:

a) JaTa Bblgauun crneumanbHbIX pelenTypHbix 6naHKkos;

0) cepum n HoMepa BblAaHHbIX creynanbHbIX peuenTypHbIX OraHKoB;

B) KONMWYECTBO BblAAHHBLIX CreuManbHbIX peuenTypHbiX GrnaHKoB C ykadaHMeM B CKoDKax KonuyecTBa creuuanbHbIX
peuenTypHbIX GraHKoB, BblAaHHbIX ANs 0POPMITIEHUS HA JOMY;

r) doamunus, umsi, oT4ecTBO (NOCredHee - NpW HanmuMuum) U NOAMUCL Nuua, MonyYMBLUErO cneuuarnbHble peuenTypHble
onaHku;
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ﬂ,) KOnnM4ecCcTBO cneunarnbHbIX peuenTypHbIX 6]'IaHKOB, O(bOpMJ'IeHHbIX Ha OOMY;

e) hamunus, nvsi, oT4ecTBO (NocrnegHee - MpU HanNMyuM) U Noanucb nuua, oPOPMUBLLETO CreumanbHble peLenTypHble
GnaHku Ha gomy;

4) hamunung, nms, oT4ECTBO (NocnegHee - NpU HanNM4MKn) 1 NOANNCL OTBETCTBEHHOIO PaboTHUKA;
5) ocTtaTtok cneumanbHbIX peuenTypHbIX GraHKoB.

19. CneuvanbHblii peLlenTypHbIi BnaHk ABNAETCA A4OKYMEHTOM CTPOroi OTY4ETHOCTM. 3anac creumarnbHbIX peuenTypHbIX
GnaHkoB B MEAMLIMHCKOW OpraHu3aumMn [OOIHKEH XPaHUTbCA B CreuuanbHbIX MOMELLeHusiX, cerndax unu B crneumanbHo
M3rOTOBMEHHbIX LWKagaX, 06UTbIX OLMHKOBaHHbLIM >Kere3oM, C HaOeXHbIM BHYTPEHHUM WM HABECHBLIM 3aMKOM.

MomelleHusi, ceidbl, LWKagbl, B KOTOPbIX XPAHATCSA crieuuanbHble peuenTypHble GraHku, OOmKHbl OblTb 3aKpbIThbl Ha
3aMKW U Nocre OKOH4YaHus paboThbl onevaTaHbl MevyaTbi YNONHOMOYEHHOW opraHu3auun (MeguUMHCKON opraHusaumm) unm
onnombrnpoBaHsI.

20. B MeaMLUMHCKMX opraHuM3aumsix 3anac creumanbHbiX peLenTypHbiX OnaHKoB HEe [OMKeH MpeBbillaTb FOA0BOW
notpebHocTH.

21. Paspel.uaeTCH BblAaBaTb MEOULUNHCKOMY pa6OTHVIKy, nMewLwieMy npaso Ha3Ha4daTb HapKOTUYECKune (I'ICI/IXOTpOI'IHbIe)
JNeKapCTBeHHble npenapartbl, edMHOBPEMEHHO He bonee aBaguatu cneunanbHbIX peuenTypHbIX OGnaHKoB.

MeguumHckne paﬁOTHI/IKVI, BbiNUCbiBawoLine peuenTbl Ha HApKOTU4YeCKne (I'ICI/IXOTpOFIHbIe) NeKapCTBEeHHbIE npenapartbl, Ha
OCHOBaHMK NpuKasa pykoBoauTena MeOVLNHCKON opraHn3aumm HecCyT JIMYHYHO OTBETCTBEHHOCTb 3a COXPaHHOCTb MOJ1y4YeHHbIX
cneunanbHbIX peuenTypHbIX 6naHkoB. CneumanbHble peuenTypHblie BnaHku, nony4yeHHble MeauUMHCKUM pa6OTHVIKOM,
XpaHATCA nod 3aMKOM B ceﬂcbax, MeTannnyecknx LLIKa(baX Unn mMetTannmnyveckmnx Allnkax.

22. B MeguuUMHCKON opraHusaumm co3fgaeTcs NOCTOSHHO AEWCTBYHOLLAA KOMUCCUSA, KoTopas He pexe 1 pasa kBapTtan (no
pELUEHNIO PYKOBOAMTENS] MEOULMHCKON OpraHvM3auMy BO3MOXHO Yalle) OCYLLECTBMSET NPOBEPKY COCTOSIHWS perucrpaumm u
yyeTa cneumanbHbIX peLenTypHbiX 6naHKoB, B TOM YMCHe MyTEM CBEPKM 3anuncen XypHarna permcTpaumm n yyeta cneumanbHbIX
peLenTypHbIX BraHkoB, C (paKTUYECKMM HanmMuMeM creumanbHbiX peuenTypHbiX GnaHKkoB, a Takke MpPOBEpKYy COCTOSIHMS
XpaHeHUs1 crieumanbHbIX peuenTypHbIX GrnaHKoB.

Mo pesynstatam MPOBEPKW B XXypHare pernctpauuMm u yyeTa crneumarnbHbiX peLenTypHbiX GrnaHKkoB Aenaercst 3anuch O
pesyrkTaTax NPOBEAEHUs CBEPKU AaHHbIX, 3aKpensieHHas nognvcsiMy BCEX YNEeHOB KOMUCCUM MU CO3[AeTCsl creumanbHbli
aKT NpOoBEpPKU.

23. ®depepanbHble OpraHbl MCMOMHUTENBHOW BMAcTU W OpraHbl UCMOMHUTENbHOW Bnactu cybobekTtoB Poccuiickon
denepaumm oCcyLLEeCTBNASOT KOHTPOSb 3a OpraHM3aumnert perucTpaumum, y4eta u XxpaHeHusi cneymanbHblX peuenTypHbIX 6naHkoB
B YNOMHOMOYEHHbIX OpraHmM3aLmax 1 MeguLMHCKUX OpraHmM3auusx.

24. Bblgava creumarnbHbiX peuenTypHbix OnaHkoB M3 pesepBHOro 3anaca MuHucTepcTBa defeparnbHbiM OopraHam
WCMONHUTENbHOM BNacTU W opraHaMm MWCMONHUTENbHOW Briactu cybbekToB Poccuiickon Pegepaumm  OCyLLECTBRSETCA
OTBETCTBEHHbIM pPabOTHMKOM MOABEAOMCTBEHHONO YYPEXAEHUsI Ha OCHOBaHUM pelleHust o6 oTnycke creumanbHbIX
peLenTypHbIX 6raHKoB, 0OPMIIEHHOO B BUAE NUCbMa, NOANUCAHHOTO AUPEKTOPOM (B Crlydae ero OTCYTCTBUS - 3aMeCcTUTENeM
avpektopa) [lenaptameHTa perynvpoBaHust obpalleHust nekapCTBEHHbIX CPeacTB U MeANUMHCKUX n3genuii MmHucTepcTea.

lMpoBepka AesATENbHOCTUM NOABEOOMCTBEHHOIO YYpEXAEHMS MO PEerucTpauumn, y4eTy U XpaHEHUIO Pe3epBHOro 3anaca
ocywlecTensietcss  [JenapTaMeHTOM perynupoBaHns obOpalleHusi NEeKapCTBEHHbIX CPEACTB U MEOUUMHCKUX  U3Oenun
MuHucTepcTBa 2 pasa B rog He nosgHee 20 4ncna mecsaua, crnegyoLwero 3a UCTEKLLMM Nonyrognem.

MpunoxeHune N 6

K NpuUKasy MMHMCTG%CTBa 3ApaBoOXpaHeHus
occuuckou depepaumm

oT 24 Hosa6psa 2021 ropga N 1094H
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NPABUINA O®OPMIIEHUA PELENTOB, COOEPXALMX HABHAYEHUE HAPKOTUYECKUX CPEOCTB U
NCUXOTPOMNHbIX BEWWECTB, B TOM YACIE B ®OPME 3JIEKTPOHHbLIX AOKYMEHTOB

. O®POPMINEHUE PELENTA HA BYMAXKHOM HOCUTENE

1. Ha peuentypHbix 6naHkax copwmbl N 107/y-HI1 B neBoM BepxHeM Yrry MpOCTaBNSETCsl LTamMn MeOMULMHCKOW
opraHusaLlmu ¢ ykazaHueM ee NorHoro HauMeHoBaHus, agpeca u TenedoHa ¢ 4aTON BbINUCKK (daTor odopmMneHusl) peuenTa
Ha nekapcTBEHHbIV Npenapar.

PeuentypHble 6naHku chopmbl N 107/y-HI n3rotaBnmBaroTCs UCKMIOYUTENBHO TUNOrPaddCKMM Cnocobom.

2. Ha peuenTypHbIX 6ﬂaHKaX, Od)OpMJ'IFIeMbIX nHamsunayanbHbiMU  npegnpuHnMmartendaMmy, UMmerwmMmmn JNTMUEeH3UNK0 Ha
MEONLUMNHCKYH OeATel1IbHOCTb, B BEPXHEM J1EBOM YITy TI/II'IOFpadI)CKI/IM cnocobom mnn nyTem npocTtaBlieHNd wWTtamMmna OO0JKeH
ObITb YKa3aH agpec nHgnsuayanbHOro npeagnpuHuMarend, Homep un garta nmueH3nn, HammeHoBaHne opraHa rocy,qapCTBeHHon
BnacTwh, BbigaBLlero fIMUeH3unto.

3. PeuentypHble 6naHkn c¢opmbl N 107/y-HI 3anonHawTCsS MeauUMHCKMM pabOTHUKOM YepHUnamMu Wnv LIapuKOBOW
PY4KOMN.

4. [onyckaetcsi oopMiieHME BCEX PEKBU3UTOB (3a UCKNOYeHMeM peksuamTa "lognucb nevailero Bpada (Mognuchb
denbaliepa, akywepkun") peuentypHbix 6naHkos chopmbl N 107/y-HI ¢ ncnonb3oBaHmem nevatatoLmx yCTPONCTB.

5. B peuentypHom 6naHke chopmbl N 107/y-HI B cTpokax "damunud, MMs, OT4ECTBO (MocrnegHee - Mpu HanuMymm)
nauveHTa" n "BospacT” ykasblBalOTCS MOMHOCTbIO hbamunud, ums, OTYECTBO (nocrneaHee - Mpu HanuMumMu) naumeHTa, ero
BO3pacT (KONMYECTBO MOIHbIX MET).

[onycTnMo ykasaHue gatbl pOXXaeHus naumeHTa.

6. B peuenTtypHom 6naHke chopmbl N 107/y-HIT:

1) B cTpoke "Cepuss m Homep nonmuca ob6s3aTENbHOrO MEOWLIMHCKOrO CTpaxoBaHusa" yKasblBAaeTcs HOMep nonuca
0ba3aTenbHOro MeanLMHCKOro CTpaxoBaHMs naumMeHTa (Npu Hanuyuu);

2) B cTpoke "Homep meauMuMHCKOW KapTbl" yKasblBa€TCA HOMEp MEAMLMHCKOW KapTbl nNauueHTa, nonyyarooLlero
MEeAMLIMHCKYIO MOMOLLb B amMBynaTopHbIX YCMOBUAX, UMW UCTOPUM BOMNE3HW naumeHTa, BbINMUCLIBAEMOrOo U3 MeOWLIMHCKOWM
opraHusauuu;

3) B cTpoke "®damunua, nms, OTY4ECTBO (nocregHee - Mpyv Hanuyuuu) nedawero Bpada (cbenbawepa, akywepku)”
yKasblBaeTCca MOMHOCTb0 hamunuga, mmsa, oT4yecTBO (MocnegHee - nNpyv Hanuvyuum) Bpada (cpenbawiepa, akyLllepku),

BbINUCAaBLLErO PELIENT Ha HAPKOTUYECKUI (MCUXOTPOMHBIA) NeKapCTBEHHBI Npenapar.

7. B rpadpbe "Rp" peuentypHoro 6naHka chopmbl N 107/y-HI, ykasbiBaeTcs:

1) HanmeHoOBaHWe NeKapCTBEHHOro npenaparta (MexayHapogHOe HenaTeHTOBaHHOE HaUMEHOBaHUE, rpynnMpoOBOYHOE UMK
XnMmn4yeckoe HammeHoBaHue, TOproBoe HaVIMeHOBaHI/Ie) Ha NatMHCKOM A3blke WK Ha PYCCKOM A3blKe, (bopma BbIMyCKa,
O03UPOBKa, KONMMYECTBO (yKa3blBAETCS MPONMCHI0 Ha peLenTypHom brnaHke chopmbl N 107/y-HI);

2) cnocob NPUMEHEeHUA JeKapCTBEHHOIo npenapara Ha rocyoapCTtBeHHOM A3blKe Poccuinckon (De,qepau,mm nnn Ha
rocyaapCTtBe€HHOM A3blKe Poccuiickon d>ep,epau,vw| N ToCyaapCTBEHHOM A3blKe pecrly6n|/||< N UHbIX A3blKaxX HAapo4oB Poccuiickon

depepaumml .

1 Yactb 1 ctatbu 15 3akoHa Poccuiickon Penepaumu ot 25 okta6ps 1991 . N 1807-1 "O sisbikax HapoaoB Poccuiickoi

Penepaumun” (ganee - 3akoH N 1807-1). (BegomocTn cbesga HapogHbix genytatoB PCOCP n BepxosHoro CoBeta PCOCP,
1991, N 50, cT.1740).

8. Tlpn odopmneHmn peuenTypHbiX OnaHKOB 3anpelLaeTcsl OrpaHMYMBaTbhbCsl OOWMMWU  yKa3aHUsIMU, Hanpumep,
"BHyTpeHHee", "M3BecTHO".
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9. Mpu odopmneHMn nauuneHTy peuenTypHoro 6naHka dopmbl N 107/y-HIM Ha HapKOTUYECKMIN (MCUXOTPOMHbIN)
NeKapCcTBEHHbIN NpenapaT B paMKax OKasaHud MedULMHCKOW NOMOLUM Npu onpedeneHHoM 3aboneBaHuUM Takow peuent
3aBepsieTcs:

1) nognuckio 1 NMYHONM NevaThio Bpaya nMbo noanuckio henbaliepa (akyLwepku);

2) neyaTbio MEQMLIMHCKON opraHm3auun, nMbo CTPYKTYPHOro NogpasaeneHma MeguumMHCKon opraHmsauum "Ona peuentos”,
KOTOpasi NpOCTaBMsieTCs SIMLOM, YMNONHOMOYEHHbIM PYKOBOAUTENEM MEOULMHCKOM OpraHu3auum ¢ ykasaHuem damunuu,
MMeEHW, oT4YeCTBa (NocrnegHee - Npu HanMuMm) U NPOCTaBMEHNEM €ro fIMYHON NOAMNUCH.

B cnyyaax HeobxoanmocTn opopMneHnst peuenTta Ha HApKOTUYECKMI (MCUXOTPOMHbINA) NEKAPCTBEHHbIN NpenapaT Ha AoMYy
B paMKax OKasaHus nannuMaTtMBHON MeOULMHCKOW MOMOLLUM [OMyCKaeTcs npefBapuTenbHOe 3aBepeHue pelenTta LiTamnom
MEAVLIMHCKOW OpraHusauun, neyatbio MeOULMHCKOM opraHv3aummM nubo CTPYKTYPHOro noapasfeneHns MeguumMHCKON
opraHusaumm "Ons peuenToB", KOTOpas MNPOCTaBMSIETCA fULOM, YMNOMNHOMOYEHHbIM pyKoBOAUTENEM  MEeOULUHCKOW
opraHusauuu, ¢ ykasaHuem amunmm, UMeHu, oT4ecTBa (NnocnegHee - Npyu HanNMyumM) U NPOCTaBMEHNEM €ro NMMYHON NOAMNUCH.
Mpu atom B XypHamne perucrpauum v y4vetra peLenTypHbIX OnaHKkoB B COOTBETCTBMU C [lopsiakoM peructpauuu, ydeta u
XpaHeHus cneumanbHbIX peLenTypHbIX BNaHKOB Ha HapKOTUYecKue cpeacTBa UMM MCUXOTPONHbIE BELLECTBA, YTBEPKAEHHbLIM
HacTOALLMM MpUKa3oM, AdernaeTtcd OTMEeTKa O ero Bbigadye Ana oopMieHus Ha OOMYy, a Takke OTMeTKa, YOOCTOBepeHHas
noanucetlo Bpada nnbo denballepa (akywepku), odopMuBLLErO peLenT, 0 dakTe ero oopMIIEHUs, KOTOPLIN MOXET ObITb
OOMNONMHUTENBbHO NOATBEPXAEH (POTO- U (MNK) BUaeomatepuanamu.

B cTtpoke "OTmeTka anteyHOM opraHu3aumm 06 OTnycke" cTaBuMTCA OTMETKa anTeyHoW opraHusaumm ob oTnycke
HapKOTU4eCKOoro (MCUXOTPOMHOMO) fieKapCTBEHHOro npenapara (C yKasaHMEM HaMMEHOBaHWSA, KONMM4YecTBa OTMYLLUEHHOrO
HapKOTMYeCKoro (MCMXOTPOMHOIo) NeKapcTBEHHOro Npenapara 1 AaTbl ero oTnycka), Kotopas 3aBepseTcs nognucbio paboTHMKa
anTevyHoW opraHuM3aumu, OTNYCTUBLUEro HapKOTUYECKUA (NMCUXOTPOMHbINA) feKapCTBEHHbIN npenapat (C yka3aHuem ero
damunum, MMeHu, oTyecTBa (nocrnegHee - MpU Hanuuuu), a Takke KPYrrow rnevaTblo anTeyYHoW opraHusauuun, B OTTUCKE
KOTOPOM OOMKHO BbITb MAEHTUMDULMPOBAHO NOMHOE HaMMeHOBaHWe anTeYHON opraHu3aLUnu.

10. Ha ogHom peuentypHom GnaHke copmbl N 107/y-HI paspeluaeTca ocywecTBnsTb HasHayeHue TOrbKO OAHOro
HaMMeHOBaHMS leKkapCcTBEHHOIO Npenapara.

11. VicnpaBneHus B peuenTe He A0MNyCKaloTCs.

Il. O®POPMITEHUE PELIENTA B ®OPME J3JIEKTPOHHOIO NOKYMEHTA

12. PeuenT B hOpMe 3MEKTPOHHOrO JOKYMEHTA, NoANMCaHHOIoO YCUEHHOM KBannuumnpoBaHHOM 3MNeKTPOHHOW NOAMNUCHIO,
dopmMumpyeTca MegULMHCKUM paboTHUKOM, CBEAEHUS O KOTOPOM BHECEHbI B heeparbHbIi peructp MeauuUmMHCKNX paboTHMKOB

2, a TakKe Npu yCrosum permcTpaumun MeauLMHCKON OpraHn3aLmin, B KOTOPOoi opopMnsieTcst peuent, B doeaepansHOM peectpe
MEOULMHCKMX OpraHu3auuins  eaMHOM rocydapCTBEHHOW WH(OPMALIMOHHOW CUCTEMbl B cdiepe 3ApaBoOXpaHeHus |
NOOKITHOYEHNA Tako MeOUUMHCKON opraHu3auumn K rocyaapCTBEHHON UHAOPMaLUMOHHOW cucTeme B cdhepe 34paBOOXpaHeHnd
cybbekta Poccuiickoit deaepauym 4.

2 Yactb 4 cratbun 91.1 denepansHoro 3akoHa N 323-d3 (CobpaHue 3akoHoaatenscTea Poccuiickon deaepauum, 2011, N
48, cT.6724; 2020, N 29, cT.4516).

3 Yactb 4 ctathu 91.1 PenepanbHoro 3akoHa N 323-®3 (CobpaHue 3akoHoaaTenbcTea Poccuiickon ®epepauuu, 2011, N
48, cT.6724; 2020, N 29, cT.4516).

4 Craten 91 n 91.1 denepansHoro sakoHa N 323-®3 (CobpaHue 3akoHomaTtenscTea Poccuiickon ®enepauum, 2011, N
48, cT.6724).

13. o TpeboBaHWMIO MauMeHTa WNM €ero 3akOHHOro npeacTaBuTens odopmMmnsAeTca ak3eMnnaAp peuenta B opme
3NEKTPOHHOro OKYMEHTa Ha BymaxkHOM HocuTterne ¢ oTmeTkon "[ybnvkaT anekTpoHHOro AoOKyMeHTa".
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